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To the President and Congress of the United Sates:

Twenty years ago, on September 19, 1980, Congress enacted the Regulatory Flexibility
Act (RFA) mandating that agencies consider the impacts of regulatory proposals on
small entities and determine in good faith whether there were equally effective alterna-
tives that would make the regulatory burden on small business more equitable.

In 1996, Congress enacted the Small Business Regulatory Enforcement
Fairness Act (SBREFA), amending the RFA in three significant ways. First, courts
were given authority to review agency compliance with the RFA in appeals from
agency final actions. Second, the Environmental Protection Agency (EPA) and the
Occupational Safety and Health Administration (OSHA) were required to convene
small business advocacy review panels to consult with small entities when the agency
believed it would have to prepare an initial regulatory flexibility analysis of the small
entity impacts. Finally, the Chief Counsel for Advocacy’s authority to file amicus curi-
ae (“friend of the Court”) briefs, authority first granted by the RFA in 1980, was reaf-
firmed and broadened.

This is the seventh report | have submitted since being nominated by the
President and confirmed by the Senate in May 1994 as Chief Counsel for Advocacy. |
am pleased to report that, although compliance with the RFA still remains somewhat
uneven, improved agency compliance is very clearly under way. The Act has become
measurably and significantly effective in achieving the law’s objective, namely, more
equitable regulations. Agencies are learning to do more in-depth and quality regulatory
impact analyses and seeking more guidance on how to comply with the RFA.

The Office of Advocacy is aso now able to estimate the compliance costs
that small businesses will not have to incur as the result of regulatory changes made in
response to Advocacy’ s recommendations and those of small business. These regulato-
ry savings amounted to $20.6 billion for the three-year period 1998, 1999, and 2000
and resulted from markedly improved analyses of economic and scientific data urged
upon the agencies by Advocacy and others. Agencies should be applauded for their
willingness to change regulatory proposals after analyzing both burdensome impacts
and aternatives that are equally effective in accomplishing public policy objectives.
This, after all, was the result Congress intended when it enacted the RFA.

Since enactment of SBREFA, small entities have sought judicia review of
agency compliance with the RFA. Not surprisingly, this development has been accom-

panied by increased agency interest in avoiding challenges to regulations. Last year we



reported a noticeable increase in agency requests for Advocacy’s guidance on RFA
compliance prior to publication of proposals for public comment. This phenomenon
was not fleeting. Pre-proposal consultation with the Office of Advocacy has continued
and expanded this year. We devoted about 4,300 professional hours this past year to
pre-proposal work in addition to the estimated 4,900 hours spent on EPA and OSHA
SBREFA panels. These hours also include consultations with the Office of Information
and Regulatory Affairs (OIRA) of the Office of Management and Budget pursuant to
an “Exchange of Letters’ agreed to in January 1995. These consultations have become
institutionalized in the close working relationship that has developed from our joint
work on SBREFA small business advocacy review panels at EPA and OSHA.

On an informal basis, the Office of Advocacy has facilitated meetings for
small businesspeople with congressional staff and with executive branch officials, con-
vening ad hoc issue-specific meetings to discuss small business issues. Out of these
meetings has emerged the realization that these discussions can lead to smarter regula
tions and directly benefit the work of regulatory agencies. However, the success of
such meetings is directly influenced by the extent to which agency officias are willing
to listen.

Not al agencies, however, are seeking consultations with the Office of
Advocacy or small businesspeople prior to publishing or finalizing proposals, even
though some level of outreach to the small business community is required by the
RFA. Advocacy has had to critique agency impact analyses and RFA compliance defi-
ciencies, including noncompliance with the Administrative Procedure Act (APA) and
the Small Business Act. These criticisms are discussed in Appendix B to this report.

Despite this uneven performance, significant improvement is under way. As
we approach a new Administration and a new Congress, | hope that the progress dis-
cussed in this report, marking the 20th anniversary of the RFA, establishes a baseline
against which to measure future agency efforts to comply with the law and Advocacy’s
successes in reducing ineguitable regulatory burdens on small business. | will be happy

to answer any questions. Just contact me at 202/205-6533.

b Plna

Jere W. Glover
Chief Counsel for Advocacy

January 2001
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Abbreviations

ACE-Net Access to Capital Electronic Network

AMS Agricultural Marketing Service

APA Administrative Procedure Act

APHIS Animal and Plant Health Inspection Service
ATBCB Architectural and Transportation Barriers Compliance Board
ATF Bureau of Alcohol, Tobacco and Firearms
BHC bank holding company

BLM Bureau of Land Management

BPA blanket purchase agreement

C.FR. Code of Federal Regulations

CFSAN Center for Food Safety and Applied Nutrition
CMRA commercia mail receiving agencies

DME durable medical equipment

DMERC durable medical equipment regional carrier
DOC U.S. Department of Commerce

DOD U.S. Department of Defense

DOI U.S. Department of the Interior

DOJ U.S. Department of Justice

DOL U.S. Department of Labor

DOT U.S. Department of Transportation
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EO executive order

EPA Environmental Protection Agency
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Preface

On September 19, 1980, the U.S. Congress enacted the Regulatory Flexibility Act
(RFA) to ensure that agencies considered the impact of their regulatory proposals on
small business.! Congress made several findings that frame the overall policy objec-

tives of the law. The most definitive are:

“....thefailure [by agencies] to recognize differences in the scale and
resources of regulated entities has in numerous instances adversely affected
competition in the marketplace, discouraged innovation and restricted
improvements in productivity;
...unnecessary regulations create entry barriers in many industries and dis-
courage potential entrepreneurs from introducing beneficial products and
services...."?
Stated simply, Congress did not want public policy to erect unnecessary barriers to
competition; therefore, regulations should not have unintended anti-competitive conse-
guences. Adverse consequences could be avoided if agencies considered the impact of
regulations on small business and modified proposals to make them more equitable. It
was Congress' intent that this be accomplished without compromising public policy

objectives.

Over the last past 20 years, there has been significant turnover in policy decision-
makers within the Congress, the White House and regulatory agencies. New statutory
mandates have been enacted to address societal problems, many of which are complex
and identified—as well as solved—by new technology and scientific knowledge. These
changes complicate the task of ensuring that there is a consistent approach to comply-
ing with the RFA throughout the federal government, while at the same time giving
deference to each regulatory agency's expert judgment in crafting regulations that ful-

fill its public policy mission.

Has progress been made? Yes and no.
Isthe RFA accomplishing its objective? Yes and no.

Isthe RFA till needed? Definitively, yes.

Advocacy is of the view that the RFA is still significantly viable and may aways be
needed. In an economy that is churning and ever changing, in which new industries

emerge or change and in which small business plays such a pivotal role in generating

1.5U.S.C. § 601 et seq,
2.5U.S.C. § 601 2(a), (4) and (5).

Fiscal Year 2000
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competition, the challenge to avoid unintended consegquences from potentially burden-

some regulations remains the same as it was in 1980.

The reasons the challenge remains the same are several. The government is called
upon to address new problems. At the same time, government agencies face an ongo-
ing challenge to craft wise solutions based on sound economic and scientific data,
which, in many instances, may not be readily available without additional research.
Developing creative solutions to regulatory problems requires appropriate training and
resources. Finaly, agencies charged by Congress to administer specific laws do not
readily see or accept their statutory obligation under the RFA to do no harm to compe-
tition by their actions. As a consequence, they do not aggressively pursue analyses of
less burdensome alternatives that may be equally effective in fulfilling their public

responsibilities.

Are changes needed to the RFA? That remains for the readers of this report to answer.
This report is intended to present a picture of what exists today that reflects the activi-
ties of the Office of Advocacy over the last 20 years.

Annual Report on the Regulatory Flexibility Act



Overview

A Brief History of the RFA

This report marks the 20th anniversary of the enactment of the RFA - an important
milestone. To put the report's contents in perspective, a brief review of some legidative

and related history is presented below (see “Important Dates,” page 4).

In June 1976, Congress created the Office of Advocacy to be headed by a Chief Counsdl,
appointed by the President from the private sector and confirmed by the Senate.
Congress concluded that small businesses needed a voice in the councils of government
—avoice that was both independent and credible—to ensure that big business influence and
well-funded lobbyists did not unduly influence public policy. The Chief Counsel's man-
date, therefore, is to be an independent voice for small business in policy deliberations, a
unique mission in the federal government, unlike any other. The law specificaly required

the Office of Advocacy to measure the costs and impacts of regulation on small business.

Studies on the costs and impacts of regulations did not, however, do enough to influ-
ence regulatory decisions. Consequently, in September 1980, Congress enacted the
Regulatory Flexibility Act (RFA) which mandated that agencies consider the impact of
their regulatory proposals on small entities, analyze equally effective alternatives and

make their analyses available for public comment.

The law was not intended to create special treatment for small business. Congress
intended that agencies consider impacts on small business to ensure that, in their
efforts to fulfill their public responsibilities, their proposals did not have unintended
anti-competitive impacts and that agencies explored less burdensome alternatives that

were equally, or more, effective in resolving agency objectives.

The Office of Advocacy was given the responsibility for reporting annually to
Congress and the President on agency compliance with this law.®* The RFA also author-
ized the Chief Counsel to appear as amicus curiae (i.e. "friend of the court") in actions
brought to review arule.* These new responsibilities expanded the role of the Chief
Counsel and the office to represent small business in the development of public policy.
It was implicitly understood that the effectiveness of these responsibilities was contin-
gent on how well the Chief Counsel asserted the independence that Congress bestowed

on the office.

3.5U.SC.§612(a).
4.5U.S.C. §612 (b).

Creation of the
Office of Advocacy

“On theregulations, | cannot
say enough...somebody has to
give us some zip to let it really

rip” —James D. McKeuvitt,
National Federation of
Independent Business, 1976

Enactment of the
Regulatory
Flexibility Act (RFA)

“Total cost to the U.S. econo-
my of Federal government
paperwork requirementsis

estimated to be $100 billion
per year. Private industry cost
is $25 to $32 hillion per year

and it is estimated that 5 mil-

lion small businesses pay $15

to $20 hillion of the $100 bil-
lion total. Because of limited
resources, small businessis
woefully ill-equipped to deal
with rigid regulatory and
paperwork requirements!”
—DBriefing book for the 1980
White House Conference on
Small Business
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Important Dates in the Evolution of the RFA

Thisis a brief chronology of congressional and other actions that have structured or influenced the legal frame-
work within which agencies function to comply with the RFA while fulfilling their statutory mandates. Some of
the dates have been highlighted because of their importance.

June 1976

April 1980

Sept. 1980

Oct. 1981

Feb. 1983

Nov. 1986

Sept. 1993

Apr. 1994

June 1995

Oct. 1995

March 1996

1996-Present

Jan. 7, 1998

Congress enacts Public Law 94-305, creating an Office of Advocacy within the U.S. Small
Business Administration charged, among other things, to “measure the direct costs and other
effects of federal regulation on small businesses and make legidative and non-legidative pro-
posals for eliminating excessive or unnecessary regulation of small businesses.”

The first White House Conference on Small Business calls for “ sunset review” and economic
impact analysis of regulations, and a regulatory review board including small firm representation.

Congress passes the Regulatory Flexibility Act (RFA), requiring agencies to analyze the
impact of proposed rules on small business, consider and analyze meaningful alternatives,
and publish their analyses for public comment.

The Office of Advocacy reports on the first year of Regulatory Flexibility Act experience
intestimony before the Subcommittee on Export Opportunities and Special Small Business
Problems of the U.S. House Committee on Small Business.

Advocacy publishesfirst in the series of written annual reports on agency RFA implementa-
tion. Report shows spotty agency compliance.

Delegates to the second White House Conference on Small Business recommend strengthening
RFA enforcement by, among other things, subjecting agency compliance to judicia review.

President Clinton issues Executive Order 12866, “ Regulatory Planning and Review,” requir-
ing each federal agency to “tailor its regulations to impose the least burden on society,
including businesses of different sizes...”

The General Accounting Office (GAQ) issues areport on agencies’ compliance with the RFA
that concludes: “The SBA annual reports indicated agencies' compliance with the RFA has
varied widely...Some agencies...were repeatedly characterized as satisfying the RFA’'s
requirements, while other agencies...were viewed by SBA as recalcitrant... Still other agen-
cies RFA compliance reportedly varied over time...or varied by subagency...”

The third White House Conference on Small Business asks for specific provisions to strength-
en the RFA by subjecting additional agencies, including the IRS, to the law; granting judicial
review of agency compliance; and including small businesses in the rulemaking process.

Advocacy submits its report to Congress, The Changing Burden of Regulation, Paperwork
and Tax Compliance on Small Business. Data in the report show that small firms with fewer
than 20 employees pay 40 percent more in compliance costs than large businesses per dollar
of sales; or, measured differently, 33 percent more than large businesses per employee.

The Small Business Regulatory Enforcement Fairness Act (SBREFA), issigned into law,
giving courts jurisdiction to review agency compliance with the RFA, requiring the Environmental
Protection Agency and the Occupational Safety and Health Administration to convene small
business advocacy review panels, and affirming and expanding the Chief Counsel for
Advocacy’s authority to file amicus curiae briefs in appeals brought by small entities from final
agency actions.

Advocacy conducts training sessions for more than 2,000 trade association executives and
federal officials.

Advocacy filesits first amicus curiae brief and the court remands the challenged rule to the agency
on March 13, 1998.

Annual Report on the Regulatory Flexibility Act




For 15 years, the Chief Counsel reported rather graphically that compliance with the
RFA was uneven throughout the government. This was confirmed by the General
Accounting Office's (GAO) study in April 1994, cited in the chronology. Recognition
was growing that some “teeth” needed to be added to the RFA. This would provide
more incentive for agencies to comply with Advocacy's congressional mandate deemed

so important to the national economy.

In March 1996, the Small Business Regulatory Enforcement Fairness Act (SBREFA)
became law. SBREFA raised the stakes for regulatory agencies. Congress had finally
been persuaded by 15 years of uneven compliance with the law, and by the repeated
urging of the small business community, to authorize the courts to review agency com-
pliance with the RFA. “Judicia review” was thought to be the incentive that was lack-
ing in the original statute. SBREFA aso reinforced the RFA requirement that agencies
reach out to small entities in the development of regulatory proposals, subjecting this

outreach to judicia review as well.

Very explicit outreach responsibilities were imposed on the Environmental Protection
Agency (EPA) and the Occupational Safety and Health Administration (OSHA). These
two agencies are required to convene small business advocacy review panels that con-
sult with small entities on the overall effectiveness and impacts of specific proposals.®
This precedent-setting provision of the law institutionalizes outreach to small entities
and ensures that these two agencies identify and consider effective alternatives that
accomplish their public policy objectives. The Chief Counsel for Advocacy and the
Office of Information and Regulatory Affairs (OIRA) of the Office of Management
and Budget (OMB) are statutory members of the panels and are mandated to partner
with these agencies to consult with small entities on regulatory proposals. They report
their findings, jointly with agency staff, to the head of the agency. Advocacy and
OIRA have access—by act of Congress—to an agency’s earliest deliberations that
identify a problem, document the scope of the problem, analyze its various causes, and
evaluate how best to address the problem without unnecessary harm to small business

or the economy.

From a statutory perspective this overview brings us to today— four years after the

passage of SBREFA and 20 years after enactment of the Regulatory Flexibility Act.

5. Specificaly, panels must be convened whenever these two agencies believe they will be
required to perform an initia regulatory flexibility analysis. See: 5 U.S.C. 8 609 (b).

Enactment of the
Small Business
Regulatory
Enforcement
Fairness

Act (SBREFA)

“ Clearly, SBREFA provided
much needed ‘teeth’ to the
RFA by...allowing for judicial
review of selected portions of
the RFA. Thisis a powerful
tool for the small business
community and has empow-
ered small business.. .to fight
oppressive regulations effec-
tively” —Laura Skaer,
Northwest Mining Association

Fiscal Year 2000 5



The balance of this report reviews:

RFA Compliance Now

e Thevalue of outreach to small business—RFA mandates

e Therole of economic and scientific data

e Amicus curiae authority

e The significant economic impact of RFA, as amended by SBREFA

o RFA Winners, Honorable Mentions and Agencies in Need of Improvement
The Future—What Lies Ahead

Conclusion

Annual Report on the Regulatory Flexibility Act



RFA Compliance Now

How SBREFA Has Changed the Dynamics of
Regulatory Development

The RFA has meant different things to different agencies. Some have viewed it as
merely a procedural law—a checklist or alegal hoop to jump through—compliance
with which could easily be achieved if agencies just crossed the t's and dotted thei’s.
Some agencies did not view it as having mandated an analytical process to be cus-
tomized to an agency’s mission. Some failed to understand that RFA’s mandates did
not lend themselves to a “cookie cutter” approach, or that the RFA specifically was
designed to eliminate a “one-size-fits-all” approach to regulation. Some chose to
ignore the law’ s mandates altogether, at least initially. Most agencies found compli-
ance with the RFA to be a difficult and useless exercise, in part because they were at
the bottom of the learning curve on how to do the kind of impact analyses required by
the RFA. They also resisted appropriate analyses because they believed the law gave
special treatment and an unfair advantage to small business. Other agencies have taken

substantial steps to comply with both the letter and spirit of the RFA.®

SBREFA, which has been in effect for four years, has started to change these dynam-
ics. Advocacy is convinced that the impetus for the change comes from the amendment
that allows the courts to review agency compliance with the RFA. This, in combination
with the Chief Counsel’s authority to file as amicus curiae in regulatory appeals, pro-
vides a powerful incentive for agencies to reduce the risk of having their rules judicial-

ly challenged in court and remanded for failure to comply with the RFA.

It appears that the threat of judicial review is making agencies acutely aware of the
need to perform regulatory impact analyses. By performing regulatory analyses, even
with incomplete data, some agencies have begun to recognize that early review of rules
for potential small business impacts results in more informed decision-making. More
agencies are beginning to provide more factual information, as required by the RFA, to
justify their certifications that rules will not have a significant economic impact on a
substantial number of small entities. Regulatory flexibility analyses, and the economic
data that supports them, are also showing real improvement. At the same time, the
OSHA and EPA small business advocacy review panels are clearly demonstrating the

value of early consultation with small entities. Rules have been modified and compliance

6. See Appendix J of the Background Paper on the Office of Advocacy, 1994-2000, at
http://www.sba.gov/advo www.sba.gov/advo, for alist of court cases that address RFA issues.

Judicial Review

“ One could say this litigation
under the RFA has been a
“learning experience” for the
agency. Our efforts to comply
with the Regulatory Flexibility
Act, though well intentioned,
have not always met with judi-
cial favor. We recognize that
thereis room for improvement
in our economic analyses, and
| would like to describe the
steps we are taking to make
them better” —Testimony of
Penelope Dalton, Assistant
Administrator for Fisheries,
National Marine Fisheries
Service, before a subcommit-
tee of the U.S House of
Representatives; April 29,
1999.

Fiscal Year 2000 7



“ The concerns of the small
business community are
important to the CPSC. The
Commission has made signifi-
cant efforts to reach out to
small businesses and consider
the impact of our activities on
them!” —Thomas W. Murr, Jr.,
Deputy Executive Director,
U.S Consumer Product Safety
Commission (CPSC).

Pre-Proposal
Consultation—The
Major Change

“...[D]uring a recent
DOT.....rulemaking, the Office
of Advocacy played the lead-
ing role in persuading the
agency to reverse their nega-
tive small business effect certi-
fication. By this action the
entire nature of the rulemak-
ing was changed to the benefit
of small coach operators”
—Norm Littler, United
Motorcoach Association

costs reduced. The panels are providing concrete evidence that rulemaking that ana
lyzes small entity impacts does not compromise public policy and results in more

workable and reasonable rules.

These changes are the result of:

o small businesses challenging rules and requesting judicial review of agency compli-
ance with the RFA; and

o Advocacy’sfirst amicus curiae brief filed in a case that resulted in the remand of a

rule to the regulatory agency.

It is safe to say that federal agencies today are finally beginning to do what they
should have been doing since the RFA first became law in 1980: considering small

business concerns as rules are being developed—not as an afterthought.

One of the more significant changes that emerged just in the past year is the amount of
consultation agencies have sought with Advocacy prior to publication of arule for
public comment. In FY 2000, the amount of pre-proposal activity in which Advocacy
has participated has dramatically increased. Advocacy estimates that approximately 18
percent of the regulatory staff’s time has been spent on pre-proposal work (an estimat-
ed 4,300 hours), exclusive of the staff time spent on SBREFA EPA and OSHA panels.’

An ever-increasing number of agencies are contacting Advocacy with questions about
potential RFA problems and small business economic impact analyses.? This type of
early consultation has led to the development of better rules, namely, rules that accom-
plish the agencies’ public policy goas while avoiding undue burdens on small entities.
When Advocacy has been successful in altering a proposal prior to publication, the
need to submit comments for the public record has been eliminated. This shift to pre-
proposal work is productive for agencies, for Advocacy, and most important, for small
business. Time and again Advocacy has successfully identified weaknesses in agency
analyses before publication. It has also demonstrated how to provide information that
would be the most useful to the public in order to dlicit informed submissions from the
public during the comment period. This early attention to RFA compliance issues

helps reduce the overall cost of regulatory development and the risk that a rule will be

7. Advocacy has instituted a tracking system to document time spent on pre-proposal work. This
is one measure of work output since the work product of these consultations (memos, meetings,
etc.) by law are not available for public disclosure.

8. In FY 2000, Advocacy worked with the following agencies on pre-proposal work: the
Department of the Interior, the National Forest Service, the National Marine Fisheries Service,
the Department of Labor, the Department of Transportation, the Department of Health and
Human Services, the Food and Drug Administration, the Internal Revenue Service, the Securities
and Exchange Commission, and the Office of Information and Regulatory Affairs.

8 Annual Report on the Regulatory Flexibility Act



judicialy chalenged. Thereis no question that arule that goes through this process

results in more informed public policy.

Toillustrate:

o Advocacy worked with an agency in the Department of Transportation (DOT) on
arule affecting small business. This partnership resulted in the agency altering its
conclusion that the rule would not significantly affect small entities. Instead, DOT

made a commitment to analyze the possible economic impacts further.

e TheForest Service agreed to perform an initial regulatory flexibility analysis
(IRFA), as required by the RFA, after Advocacy reviewed its draft proposal during
early consultation and persuaded the agency that the rule would in fact have an

impact on small commercial operations as well as on small communities.

e TheMinerals Management Service dramatically improved the justification for its
RFA certification so that the public was able to provide useful comments on the

accuracy of the agency’s determination.

These are just afew of the many ways in which Advocacy’s work on agency compli-
ance with the RFA is extremely beneficia—and cost effective—when done at the pre-

proposal stage of regulatory development.

When the RFA was enacted in 1980, Congress established procedures for agencies to
follow to ensure that small entities would have the opportunity to participate in the
rulemaking process.® These procedures included direct notification to affected entities
and measures to reduce the cost or complexity of participation. Congress' clear intent
was that small entities should be at the regulatory table and that the process should be
made easy for them.

This mandate was also in response to the reality that large business has well-financed
lobbyists with fine-tuned government networks through which they can work very
effectively to influence public policy, sometimes to the detriment of other sectorsin
the economy. Special interests also have ready access to other vehicles through which
to make their voices heard, such as government advisory committees, negotiated rule-
making, subsidized industry conferences, etc. Given this reality, complaints that sug-
gested outreach to small business gave it an unfair advantage are unfounded. The man-

dates merely balance the scales.

9.5 U.S.C. 8609 (a)

The Value of
Outreach to Small
Entities—RFA
Mandates
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Small Business
Advocacy Review
Panels—The
Outreach Process
Mandated for EPA
and OSHA

“ Each of the 15 complete
SBREFA panels has resulted
in positive outcomes for the
Agency and small businesses.
In each case the Pand’s
report has included concrete
recommendations to the
Administrator for her to con-
sider in the development of the
subject rule” —Thomas E.
Kelly, U.S Environmental
Protection Agency.

With the SBREFA amendments Congress took the mandated outreach process one step

further.

In 1996, SBREFA mandated that whenever EPA or OSHA finds that a regulatory pro-
posal may have a significant economic impact on a substantial number of small enti-
ties, the agency is required to convene a panel and prepare aregulatory flexibility
analysis. The review panel consists of representatives from the rulemaking agency,
Advocacy, and the Office of Information and Regulatory Affairs within the Office of
Management and Budget. The panel conducts its own outreach to small entities likely
to be affected by the proposal, seeks their input on the proposed regulation, and pre-
pares a report to either the EPA or OSHA with recommendations for reducing the
potential impact of the rule on small businesses. The panel has 60 days in which to
submit a report on its findings, which becomes part of the public rulemaking record.
After the report is received, the agency may reconsider its proposal or modify it in

response to the information received.

To date, work has been completed on 24 small business advocacy review panels—21
EPA panels and 3 OSHA panels (Table 1).

Because EPA has worked on more panels, it has been able to fine-tune the process to
ensure that the right kinds of information and analyses are made available to the small
entities to be consulted by its panels. EPA’s performance has not always been consis-
tent across the board, but on the whole its record surpasses other affected federal agen-

cies.

To date, approximately 400 small entities have been consulted on a very diverse array
of rules. The additional input from small entity representatives has spotlighted real-life
conseguences of proposals under consideration. In nearly every instance to date, infor-
mation provided by small entities, in combination with other data, has proven invalu-
able in establishing a reality check for these agencies, namely, what the real impact of
the regulation is likely to be and the actual compliance costs small entities will have to
bear. Regulations that have emerged from the panel process have been changed in
response to the concerns of small business and are |ess burdensome than the regula-
tionsinitially considered by the agency. In one instance, a regulation was withdrawn
entirely because the data clearly demonstrated that there was no need for national reg-

ulation, saving small businesses approximately $103 million annually.® All of these

10. In July 1999, EPA decided to withdraw the industrial laundries water pollution regulation.
Based on the EPA’s economic analysis, Advocacy estimates the savings to be $103 million annu-
ally. See press release on Advocacy’ s home page at www.sha.gov/advo.
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Table 1. SBREFA Panels through Fiscal Year 2000

Rule Subject

Environmental Protection Agency Panels
Non-Road Diesel Engines

Industrial Laundries Effluent Guideline
Stormwater Phase 2

Transport Equipment Cleaning Effluent Guideline
Centralized Waste Treatment Effluent Guideline
Underground Injection Control ClassV Wells
Ground Water

Federal Implementation Plan for Regional
Nitrogen Oxides Reductions

Section 126 Petitions

Radon in Drinking Water

Long Term 1 Enhanced Surface Water Treatment
Filter Backwash Recycling

Light Duty Vehicles/Light Duty Trucks
Emissions and Sulfur in Gas

Arsenic in Drinking Water

Recreational Marine Engines

LDV/LDT Emissions and Sulfur In Gas
Diesel Fuel Sulfur Control Requirements
Lead Renovation and Remodeling Rule
Metals Products and Machinery
Concentrated Animal Feedlots
Reinforced Plastics Composites

Stage 2 Disinfectant Byproducts

Date Convened

03/25/97
06/06/97
06/19/97
07/16/97
11/06/97
02/17/98
04/10/98

06/23/98
06/23/98
07/09/98
08/21/98
08/21/98

08/27/99
3/30/99

06/07/99
08/27/98
11/12/99
11/23/99
12/09/99
12/16/99
04/06/00
04/25/00

Occupational Safety and Health Administration Panels

Tuberculosis
Safety and Health Program Rule

Ergonomics Program Standard

Note: NPRM = Notice of Proposed Rulemaking

09/10/96
10/20/98
03/02/99

Report Completed

05/23/97
08/08/97
08/07/97
09/23/97
01/23/98
04/17/98
06/09/98

08/21/98
08/21/98
09/18/98
10/19/98
10/19/98

10/26/98
06/04/99
08/27/99
10/26/98
03/24/00
03/03/00
03/03/00
04/07/00
06/02/00
06/23/00

11/12/96
12/19/98
04/30/99

NPRM

09/24/97
12/12/97
01/09/98
06/25/98
01/13/99
07/29/98
05/10/00

09/30/98
09/30/98
11/02/99
04/10/00
04/10/00

05/13/99
06/22/00
In process
05/13/99
06/02/00
In process
In process
In process
In process

In process

10/17/97
In process

11/23/99
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“1 was a small entity represen-

tative for industry in the
SBREFA processes and
worked closely with
[Advocacy] ...to reduce the
impact of [ EPA] regulations.
Together we have established
precedent-setting regulations
and procedures that will likely
save the regulated community
several hundred million dol-
lars annually” —Jack
Waggener, URS Corporation.

“[F]ollowing the small busi-
ness panel session on
ergonomics, the Office of
Advocacy brought to light
some major deficiencies with
OSHA' s draft ergonomics pro-
posal and the difficulty indus-
try will have to comply with
the rule” —Don E. Gaertner,
American Foundry Society.

Advocacy’s
Outreach to Small
Entities

significant changes have resulted in rules that are less burdensome on small entities

without compromising the public policy objectives of the agencies.

Although work on the panels has been productive, it has aso been labor-intensive. For
the seven panels completed in FY 2000, Advocacy aone spent an average of 700 hours
per panel—for atotal of 4,900 hours.** While time-consuming for Advocacy (and
OIRA), once the analytical process becomes part of the agency’s regulatory culture,
agencies subject to the SBREFA panel process should not experience any additional
burden over and above what they are aready required to do under the Administrative
Procedure Act (APA). Advocacy has consistently maintained that the analysis required
by the RFA in preparation for a SBREFA panel is not an additional burden. Rather, it
is exactly the kind of analysis an agency is aready mandated to do by the APA. What
the RFA added to the process was a congressional mandate to consider explicitly the
impacts on small business, which agencies should have been doing all along, in order

to avoid harming competition unnecessarily.

Any additional work that may be needed to complete the 60-day panel processis offset
by time saved at the other end of the regulatory process. When problems are resolved
prior to publication, objections from the public are reduced and less time must be
spent crafting responses. All of the rules reviewed by EPA and OSHA SBREFA panels
that have now been finalized were modified significantly to mitigate unnecessary and
unproductive burdens on small business and to eliminate unworkable provisions. Even
OSHA's controversial ergonomics final rule, though much criticized by small business,
was changed dramatically as a result of the input from small business during the
SBREFA panel process. Without that crucia step in the rule’s development, the pre-
panel draft of the rule would most likely have become the proposed rule, costing small
businesses even more in compliance costs. SBREFA panels continue to be an impor-
tant mandate of the RFA that ensures small business aformal seat at the regulatory

table, where their input can and does make a real difference.

In addition to its work on panels, Advocacy hosts roundtable discussions to gather
information on current trends and regulatory impacts from small businesses them-
selves. When monitoring agency compliance with the RFA, it is useful for Advocacy
to understand the impact of proposed regulations on specific industries. Frequently, the

necessary historical data on those industries does not exist. In order to develop some

11. These hours are just the hours spent by Advocacy staff on the 60-day panel process and are
in addition to the 4,300 hours, referenced earlier, spent on pre-proposal work with agencies.
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knowledge about current industry structure, etc., these industry-specific roundtable
meetings have been convened by Advocacy to discuss pending issues on an ad hoc
basis with small business representatives. Representatives from relevant regulatory
agencies and congressional committee staff have also been invited to participate. The
meetings have uniformly been viewed as helpful in identifying and raising awareness

of small business issues.

Not al policymakers understand or accept the important role played by small business
in maintaining competition. Too often they are familiar only with the literature pro-
duced by business schools and research addressing big business issues. The adverse
long-term impacts of industrial concentration on price, innovation, and choice are not
readily understood. This lack of understanding complicates the task of persuading
agencies—often focused on other important but more narrow policy missions—that
they are aso responsible for the larger national policy objective of preserving competi-

tion. More specifically, this means “do no undue harm to small business”

It is a well-established economic axiom that “information rationalizes markets.”

Information also rationalizes public policy. Thisis one of the underlying reasons that

Congress mandated that agencies reach out to small businesses and involve them in the

process. As noted earlier, small business input on SBREFA panels has been a major

influencing factor in fashioning more workable regulations.

The information obtained from these small businesses themselves, though vital, is gen-
eraly anecdotal. The challenge before agencies and the Office of Advocacy isto
develop statistically sound data (both economic and scientific) that document the exis-
tence, scope and causes of a problem. Additional important information assesses who
the responsible parties are and the extent of their contribution to a problem. This
analysis leads to an intelligent determination of how the causes can be remedied by
regulation. Much of Advocacy’stime in connection with SBREFA panelsis spent review-
ing agency data and having it validated or challenged by independently obtained data.

The importance of data to the regulatory process and rational decision-making cannot
be overemphasized. It was data that persuaded EPA to drop an industrial laundries
water pollution regulation that saved small businesses approximately $103 million

annually. The data showed there was no need for anationa rule. It was data that convinced

OSHA that its compliance cost estimates were too low for its ergonomics rule.”?

12. Asan aside, Advocacy's cost estimates for the ergonomics rule were used, but misquoted, in
the November 8, 2000, episode of the TV program West Wing.

“ Through the Small Business
Regulatory Enforcement
Fairness Act (SBREFA) of
1996, your office has provided
small business a stronger voice
in the federal regulatory
process’ —Don E. Gaertner,
American Foundry Society

The Role of
Economic and
Scientific Data
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Partnership with the
Office of
Information and
Regulatory Affairs
(OIRA)

Advocacy anticipates that one of the benefits that will emerge from early consultation
with agencies on RFA issues will be increased awareness of what agencies do not
know—but should know—about the industries they are trying to regulate. This will
help agencies understand how the regulatory process aids in eliciting relevant informa-
tion from the public. Further, agencies unwittingly fail to use, or chose to ignore, read-
ily available in-house information (e.g., company data submitted to obtain licenses,

etc.).

For now, Advocacy issues task order contracts to researchers who are hired on a task-
by-task basisto analyze datain connection with specific rules. This increases
Advocacy’s flexihility. It avoids the need to hire full-time staff with narrow specialties
to perform tasks that can be more readily obtained at less cost to the taxpayer through

a contractor for the short period of time needed to anayze arule.®

On January 11, 1995, the Office of Information and Regulatory Affairs (OIRA) of the
Office of Management and Budget (OMB) and Advocacy signed an “Exchange of
Letters’ outlining how both agencies would work together on regulatory issues. In
those letters Advocacy agreed to contact OIRA whenever it had concerns about an
agency’s compliance with the RFA. OIRA in turn agreed that it would consult with

Advocacy when it was not able to resolve RFA issues with an agency.

The SBREFA panel process brought Advocacy and OIRA even closer together, and
from this relationship a mutual respect has developed. OIRA is aso responsible for
ensuring agency compliance with Executive Order 12866 and the Paperwork
Reduction Act, both of which concern Advocacy from a small business perspective.
Increasingly, OIRA is sharing agency rulemaking drafts with Advocacy in order to
obtain initial comments on an agency’s RFA compliance as part of the EO review. This
early access to important agency information enables Advocacy to comment at a vital

stage of the rule’s development and have an impact on its final design.

Prior to promulgation of afinal rule, Advocacy often participates in meetings and dis-
cussions with both OIRA and the relevant regulatory agency, in order to advocate for
cruciadl RFA-mandated changes on behalf of small business. This important working
relationship with OMB at all stages of arule’'s development has assisted the Office of
Advocacy in monitoring agency compliance with the RFA more closely. This new and

improved working relationship has been mutually beneficial.

13. The scope of thiswork is, however, determined by the amount of funding available.
14. Executive Order N0.12866, 58 Fed. Reg. 51,735 (1993); The Paperwork Reduction Act, 44
U.S.C. 3501 et seq.
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Section 612 of the RFA vestsin the Chief Counsel for Advocacy the authority to
appear as amicus curiae (i.e., “friend of the court™) in any court action to review a
rule. Specifically, the Chief Counsel is authorized to present views with respect to
compliance with the RFA, the adequacy of a rulemaking record pertaining to small
entities, and the effect of rules on small entities. Under this section of the RFA, courts

are bound to grant the amicus curiae application of the Chief Counsel.

This section of the RFA existed prior to SBREFA, abeit in adightly different form.
Prior to the 1996 SBREFA amendments, some argued that the section limited the
Chief Counsel’s authority only to reviewing the effects of arule on small entities. In
this context, the courts were bound to grant the amicus curiae application of the Chief
Counsel. However, this very general authority did not explicitly allow the Chief
Counsel to raise RFA issues because there was no judicial review of RFA actions prior
to SBREFA. Consequently, the Chief Counsel had to use creative means to enter his
appearance in court actions if he wanted to challenge a regulation based on an

agency'’ s failure to comply with the RFA. For instance, in 1994, the Office of
Advocacy prepared an amicus curiae brief in the case of Time Warner Entertainment
Company v. FCC, 56 F.3d 151 (D.C. Cir. 1995), cert. denied, 516 US 112 (1996). The
Chief Counsel argued, among other things, that noncompliance with the RFA was arbi-
trary and capricious under the Administrative Procedure Act. After last-minute negotia
tions, the FCC agreed to alter its policy and Advocacy withdrew its notice of intent to

file.

As the Time Warner case demonstrates, the threat of filing a brief in court is sometimes
sufficient to persuade an agency to change its course. For instance, in the case of
Grand Canyon Air Tour Coalition v. FAA, 154 F.3d 455 (D.C. Cir. 1998), Advocacy
withdrew its notice of intent to file a brief in exchange for an agreement with the U.S.
Department of Transportation (DOT). The agreement required DOT to submit to the
court a statement detailing new data regarding the number of aircraft subject to the
regulation. Further, DOT was to include in its communication to the court a statement
that the agency erroneoudly certified that the final rule would not have a significant

economic impact on a substantial number of small entities.

In Southern Offshore Fishing Association v. Daley, 995 F. Supp. 1411 (M.D. Fla
1998), Advocacy withdrew its notice of intent to file after it was able to obtain an

agreement from the Department of Justice (DOJ) that the proper standard of review in

Amicus Curiae
Authority

“It isour opinion that the
Office of Advocacy’'s interven-
tions into our case and the
subsequently filed amicus brief
in support of our position
challenging the regulations
clarified the issues for resolu-
tion by the court. The Office of
Advocacy’s brief was very
persuasive to the court’s
favorable interpretation of the
RFA and SBREFA in accor-
dance with congressional
intent” —Laura Skaer,
Northwest Mining Association.
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The Significant
Economic Impact of
the RFA, as
Amended by
SBREFA

RFA casesis the “arbitrary and capricious’ standard. This acknowledgment from DOJ
was significant—not only because it conceded the use of the appropriate standard, but
also because it implicitly accepted Advocacy’s authority to file amicus briefs. Thiswas
an important concession, as DOJ had always objected to Advocacy’s right to file such
briefs in the past.

Advocacy has filed one amicus curiae brief since passage of SBREFA. Northwest
Mining Association v. Babbitt, 5 F. Supp. 2d (D.D.C. 1998), involved a hardrock min-
ing rule with a number of major defects. Advocacy argued that major new costly
requirements were being introduced for the first time after a 6-year delay in issuing a
final rule, and the agency’s analysis was confusing and inadequate. The court chose to
focus on the fact that the agency failed to comply with the definition of a small entity
as defined in the RFA and the Small Business Act. Primarily because of Advocacy’s

arguments, the rule was remanded to the agency.

Advocacy uses its amicus curiae authority judiciously. Since Advocacy is not alitiga-
tion office, the time needed for writing a brief can present a strain on the office's
resources. Therefore, in assessing whether to file a brief, Advocacy has established
certain criteria. Two of the main criteria are whether the office can make a difference
by getting involved and whether small business views will be adequately represented
by others. The second criterion is derived from the fact that courts will not generally

accept duplicative arguments made by amicus curiae.

Given the uneven performance by agencies over the last 20 years, legitimate questions
may be posed about the RFA. How effective has the RFA been? Has it been a total
failure? What measures should be used to gauge the law’ s effectiveness? These ques-
tions need to be answered, if for no other reason than to overcome agency skepticism

about the true meaning of the law.

For the past three fiscal years Advocacy has measured the difference between the com-
pliance costs of an original regulatory proposal and those associated with the rule that
ultimately emerges from the regulatory process. The difference between these costs
measures the extent to which regulatory impact analyses (compliance with the RFA)
atered the policymakers' views of how best to solve a problem. This measurement is

termed “regulatory savings’ (Table 2).
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Table 2. Regulatory Savings

)

@

©)

One-Time Annual Cumulative Total

Fiscal Year Savings Savings Annual Total (2) plus (3)

FY 1998 $0 $3.2 billion $9.6 billion $9.6 billion
(3 years)

FY 1999 $ 3.0 billion $2.2 billion $4.4 billion $7.4 billion
(2 years)

FY 2000 $3.2 billion $ .4 billion $.4 billion $3.6 hillion

TOTAL: $6.2 billion $5.8 hillion $14.4 billion $20.6 billion

three-year total

Notes: See Appendix B for more information about the regulations that generated these savings. Some
savings to small businesses are a one-time savings of costs avoided in one year (1). Others are saved
by small businesses every year (2). The cumulative annual total in column (3) represents the annual

savings times the number of years in which those savings have occurred, up to FY 2000.

While the three-year total of $20.6 hillion in regulatory savings does not directly
deposit any monies into the coffers of small business, the savings do represent monies
small business did not have to expend on compliance with regulations. These figures
dramatically highlight that compliance with the RFA does have a positive impact and
does avoid unnecessary costs for small business. Agencies are to be applauded for
adjusting their proposals when sound analyses dictate such an outcome. On the other
hand, the figures also demonstrate that agencies need to do more analyses in advance

of proposing regulations—which after al is the intent of the RFA.

Interestingly, the cumulative three-year total represents a return of between $1144 and
$1373 for every dollar spent on Advocacy’s total budget for the past three years,
assuming that Advocacy’s budget (including salaries, expenses and research funds) is

between $5 and $6 million per year.”s

In the preface of this report, Advocacy noted that there has been significant turnover in
the policy decision-makers within the federal government. In addition, some agencies

promulgate more rules than do others, some have a spate of rulesin one year, but none

15. Advocacy’ s budget and staffing are not separate items in the SBA’s budget. These figures are
therefore estimates.

The RFA Winners,
Honorable Mentions,
and Agencies in Need

of Improvement
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in another year. These factors partially explain why compliance with the RFA by agen-
cies and some sub-agencies of major departments has been uneven over the years.
Until SBREFA, there was no real incentive to institutionalize the analytical process
mandated by the RFA.

Despite SBREFA, uneven compliance exists today, although Advocacy perceives some
improvements in agency efforts to comply with the law. Some agencies fail consistent-
ly to provide factual bases for their certifications that rules will not have a significant
impact on a substantial number of small businesses. Others fail miserably in analyzing
the impact of rules on small business, or fail to make their analyses transparent, thus
frustrating the public’s ability to assess the validity of the analyses or to pinpoint flaws
in agency reasoning. Still others use boilerplate language either in certifications or in
their analyses. Too many agencies still do not consider small business impacts as they
are developing rules and address the issue only after the fact. Some agencies are learning
the hard way—after court challenges—that there is a better way to develop rules.
Some agencies are learning by observation. They watch what happens to other agen-
cies that ignore the RFA. Agencies on the top of the learning curve quickly grasp how

proper analyses can help them develop smarter rules.

In previous reports, Advocacy has discussed in some detail the contents of communi-
cations submitted for the record in various rulemakings. This year, that discussion is
contained in Appendix B. The information contained therein provides a comprehensive
overview of the diverse agencies and issues with which Advocacy has dealt in the past
year. In reviewing this appendix it isimportant to appreciate that it contains informa-
tion only on documents that are a matter of public record and does not contain any of
the information or work product generated during interagency nonpublic pre-proposa

discussions.

Thisyear, in light of the RFA’s 20th anniversary, Advocacy thought it appropriate to
recognize those agencies that have made the most progress (Winners), agencies that
have made some progress worth noting (Honorable Mentions) and those agencies

whose performance needs significant improvement.

The following criteria were used to select agencies for recognition:
e Anticipating RFA problems and seeking guidance;

e Good faith outreach to small business;
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o Adequate factua information to substantiate certifications,

o Well-documented regulatory flexibility analyses;

o Factua presentation of data on the structure and economics of the industry being
regulated;

o Good-fath efforts to elicit information during the rulemaking processto supple-
ment agency date;

o Compliance with the Small Business Act’s and the RFA’s size standards and the
process for seeking exceptions;

o Consideration and evaluation of truly meaningful alternatives—not just alternatives
that would never be seriously considered;

e Meaningful responsesto Advocacy’s critiques of regulatory proposals.

The Office of Science and Technology—EPA. The Office of Science and Technology The RFA Winners

isadivision within the Environmental Protection Agency. This division has shown
exemplary compliance with the objectives of the RFA during FY 2000. Its data and
analyses have been extremely comprehensive, thus establishing a high level of credi-
bility in the work of the staff. Its analytical work should serve as a model for the rest
of EPA. The Office of Science and Technology has shown the ability to work effective-
ly with the Office of Advocacy and industry during the promulgation of itsrules. This
relationship was instrumental in assuring significant cost savings on two rules: the
metals products and machinery rule (panel completed in March 2000 and rule pro-
posed in December 2000) and the transportation equipment cleaning rule (rule com-
pleted in August 2000). As aresult of the cost savings generated by the two rules,

Advocacy expects annua savings in excess of $100 million.

The Center for Food Safety and Applied Nutrition—HHS. The Center for Food
Safety and Applied Nutrition (CFSAN), a division within the Department of Health
and Human Services, is lauded for its efforts to help small entities. CFSAN has
worked with Advocacy by offering briefings on upcoming regulations that will affect
small entities before the regulations are even proposed. CFSAN seems to have made
an ingtitutional adjustment and a conscious decision to analyze thoroughly the impact
of its regulations on small entities, thereby mitigating adverse impacts where possible.
Thisingtitutional change came about after several harsh comments submitted earlier by
Advocacy criticizing CFSAN’s analyses and its failure to comply with the RFA.
Officials from CFSAN have stated that it is more productive to work with Advocacy in
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The RFA Honorable
Mentions

the earliest stages of rule promulgation than against Advocacy after a negative com-
ment has been received. It isAdvocacy’s hope that CFSAN will maintain these prac-
tices when issuing new regulations on dietary supplements—regulations that contained

RFA compliance problems in the past.

The Employee Benefits Office—Treasury Department. The Employee Benefits
Office of the Treasury Department has made a specia effort to respond to the small
business community. During the last year, Advocacy has worked with the Employee
Benefits Office and Treasury in an effort to resolve two major issues: more flexibility
for small business 401(k) plans and comparability testing for defined contribution
plans and benefits. The office has made an effort over the last five years to work with
small business to simplify small business pension plans and increase benefits to reflect
real retirement needs. Ultimately the efforts of the Employee Benefits Office have

increased pension participation.

Securities and Exchange Commission. The Securities and Exchange Commission
(SEC) has dways maintained a positive relationship with the Office of Advocacy. The
two agencies have long worked closely at the pre-proposal stage (and generally) to
assure that SEC’s policies remain sensitive to small business concerns. The SEC aso
isdiligent in complying with RFA’s size standards requirements and arguably has the
best record of adhering to the statutory process for obtaining exceptions. In addition,
the SEC can be commended for various efforts to reach out and include small busi-
nesses in its regulatory processes, including its successful Government Business
Forum on Small Business Capital Formation. Information gleaned at this forum has

had a direct impact on SEC regulations and policies.

Two agencies have made noteworthy progress and deserve recognition for their efforts,

even though more needs to be done to make them “winners.”

Internal Revenue Service. The SBREFA extended the RFA to IRS interpretive rules
that impose recordkeeping requirements. |RS has interpreted this provision narrowly
and has certified rules that would impose de facto recordkeeping burdens. By the same
token, it has on other occasions performed regulatory flexibility analyses when arule
explicitly imposed a recordkeeping burden. Advocacy is of the view that the IRS
should be more sensitive to de facto burdens and perform more analyses. The

Department of the Treasury and the IRS have made an informal effort to reach out on
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regulations where it can be ascertained that a high-visibility problem exists for small
businesses. In areas involving controversial definitions (such as worker classifications),
cash versus accrual accounting, employment reporting, tip reporting, capitalization
rules, and other industry-specific problem areas, the IRS has made a significant effort
to appreciate small business concerns. The IRS and Treasury have become more
amenable to gathering small business input before promulgating regulations. Such an
informal effort is an encouraging sign, even if the IRS and Treasury continue to resist

following the formal requirements of the RFA and SBREFA (see Appendix B).

National Marine Fisheries Service. Although Advocacy recognizes that the National
Marine Fisheries Service (NMFS) still has work to do, it would be unfair not to recog-
nize the efforts that NMFS has made to comply with the spirit of the RFA. After the
passage of SBREFA, several NMFS regulations were challenged for failure to comply
with the requirements of the RFA. In response to the judicial review provisionsin
SBREFA, NMFS began to work with Advocacy to improve its RFA compliance. By
working with Advocacy on matters of concern, NMFS has addressed issues and, in
some instances, like the regulations concerning “spotter planes’ and the Florida Keys

sanctuary, has avoided judicial review or overcome the court challenge

Noteworthy is the decision to make institutional changes in the manner in which they
approached the RFA. Whereas they initially had standards to determine “significant”
and “substantial,” those standards were abandoned in an effort to encourage their regu-
lators to perform an economic analysis, as opposed to simply certifying the rule and
using the standards to justify the certification. NMFS consulted with Advocacy in
developing the guidelines and also published them for public comment. NMFS has
distributed the guidelines to all of their offices and is also providing training sessions
for their regulators. NMFS should & so be lauded for hiring an economist and an attor-
ney specifically to work on RFA issues and to be a point person for their regulatorsin

terms of RFA guidance.

In addition, NMFS has made significant attempts to increase their outreach to small
entities. In addition to hiring an ombudsman to address small entity concerns, NMFS
has made a concerted effort to send representatives to Advocacy roundtables. At the
roundtables, NMFS listens to the concerns of the industry, explains the basis for some
of its actions, and attempts to clarify misunderstandings. For example, at one round-

table, NMFS learned that some of the regional personnel would not provide fishers
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Agencies in Need of
Improvement

with information about quotas if the matter was the subject of litigation. NMFS imme-
diately addressed the problem by instructing the regional staff to provide the informa
tion and explaining which types of information can be released when a particular fish-
ery may be the subject of litigation. While the relationship between the industry and
NMFS may be somewhat strained, it is hoped that continued open exchange of infor-

mation and institutional changes will improve that relationship.

Some agencies exhibit compliance problems in some or al aspects of the RFA.
Advocacy has tried to work with these agencies; has submitted public comments that
were very explicit about the agencies’ RFA deficiencies; but the agencies till need to

apply the requirements of the RFA with greater consistency.

Having said this, Advocacy nevertheless wishes to extend an invitation to these agen-
cies to develop aworking relationship that will benefit the regulatory process, help
small business, and produce smarter regulations. It would be Advocacy’s god to be

able to characterize them as “winners’ in next year’s report.

The Federal Communications Commission. The Federal Communications
Commission (FCC) is notorious for its poor compliance with the RFA. Although the
FCC freguently provides detailed insight into the purposes and rationale underlying a
rule, it offers only cursory discussion of arule'simpact on small business. The FCC's
regulatory flexibility analyses are invariably cut-and-paste, offer no real insight, and
are entirely divorced from the “substantive” portions of the rulemaking. The FCC also
violates requirements governing size standards for small businesses established under
the Small Business Act. The agency has established a general pattern of changing size
standards as it sees fit, often approaching SBA to seek an exception only after it has
adopted a new size standard. Advocacy recognizes the limited discretion FCC staff is
alowed to exercise within an agency where decisions are made by a collegia body.
This does not excuse the commission itself, however, since it has been made well
aware of its legal responsibilities under the RFA. Although there have been several
training sessions for commission staff, including staff of the commissioners, Advocacy

sees little evidence that change is occurring to improve compliance.

The Health Care Financing Administration—HHS. The Health Care Financing
Administration (HCFA) is a division within the Department of Health and Human

Services. Despite HCFA's challenging congressional mandate to implement major
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Medicare reforms within short statutory deadlines, Advocacy believes that it could do
a better job of considering less burdensome regulatory alternatives that still meet statu-
tory requirements and of following administrative procedures that require public notice
and comment. Also, many health care providers have expressed great frustration with
HCFA and some of the practices of itsregional carriers, in particular. It is hoped that
HCFA will rid itself of this negative public perception by looking more closely at reg-
ulatory aternatives and by forcing its regiona carriersto apply HCFA's guidelines

with significantly greater consistency.

Advocacy has heard many complaints, past and present, regarding the inconsistency
with which HCFA's regional carriers apply HCFA's guidance in processing provider
claims. Many small businesses have complained that the regiona carriers abuse their
discretion, delay claims unnecessarily and otherwise process claimsin an arbitrary
fashion, with differing processing practices across the country. HCFA should make

every attempt to reign in abusive and inefficient carriers.

In the past, HCFA had developed the practice of publishing rules as direct and interim
final rules. Thiswas the case in several major regulations like the ones for surety
bonds for home health agencies, the interim payment system for home health agencies,
and inherent reasonableness. Doing so allowed the agency to bypass notice and com-
ment procedures required by the Administrative Procedure Act. The agency aso
requested expedited OMB review of paperwork requirements in a situation Advocacy
believed did not warrant such a procedure. In this particular case, Advocacy had
aready submitted comments criticizing a similar action by the agency in an analogous
situation the previous year. In both situations—issuing direct final rules and requesting
expedited OMB review—affected entities are precluded from commenting on the

potential effects of the rule.

Finally, on the issue of alternatives, Advocacy continues to work with the agency to
devise less burdensome alternatives in its regulations. For instance, Advocacy contin-
ues to urge the agency to provide an analysis and regulatory alternatives for its rule
that deals, in part, with the length of time patients can be restrained in a medical facili-
ty. A court has also ruled that this analysisis required.

HCFA has made progressin its RFA compliance efforts recently, and is beginning to

consult Advocacy early on some controversial regulations.
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The Food and Nutrition Service—USDA. The Food and Nutrition Service (FNS) isa
division within the U.S. Department of Agriculture. At least twicein FY 2000, FNS
certified that its regulations would not have a significant economic impact on a sub-
stantial number of small entities. However, there was no factual basis for the certifice-
tions. FNS does not discuss the number of small entities affected by the rule—an RFA
requirement for determining whether a substantial number of small entities are, or are
not, affected. Moreover, neither rule adequately explained why the impact of the rule

would not be significant.

The Food Safety and Inspection Service—USDA. The Food Safety and Inspection
Service (FSIS) is adivision within the U.S. Department of Agriculture. It issued “poli-
cy changes’ at least twice in 1999 affecting thousands of small entities.** Despite the
impact of both policy changes, the agency failed to do any economic analyses. In the
opinion of the Office of Advocacy, this violated the Administrative Procedure Act, as
FSIS failed to publish the changes as proposed rules. When rules are not published for
public notice and comment they are not subject to the requirements of the RFA—
resulting in further negative impacts on small business. On a positive note, FSIS con-
tacted Advocacy in September 2000, requesting a tailored briefing on how to comply
with the RFA. Advocacy conducted this briefing for about 25 FSIS and USDA staff,
with great emphasis on the definition of a small entity for purposes of the RFA.
Advocacy hopes the briefing will serve to make FSIS more sensitive to small business

issues in the future.

16. These issues were inadvertently omitted from Advocacy’s FY 1999 report, but the agency
has yet to address the problems satisfactorily, in Advocacy’s view. Therefore, they are mentioned
in this FY 2000 report.
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The Future

Unresolved Issues on Which Reasonable People May

Differ
As stated earlier, some agencies treat the RFA as though it is solely a procedural hur- The RFA Imposes an
dle rather than an analytical process they must follow. Often these agencies craft their Analytical Process

regulations and then devise analyses to justify the agencies' policies. Advocacy is of

on Regulatory

Development—Not

the view that the RFA requires agencies to make the analyses an integral part of regu-
latory development—while the rule is being drafted. Shortcuts frequently lead to fally,
asillustrated by the following example in which the General Accounting Office (GAO)
sanctioned a rule over Advacacy’s objections, despite concluding that the data used in
the rule were fatally flawed.

The Food and Drug Administration (FDA) proposed arule to regulate dietary supple-
ments containing herbal ephedra (an herb that has properties similar to the chemical
pseudoephedrine which is used in over-the-counter cold medications). In proposing the
regulation, the agency cited thousands of adverse event reports (AERS) supposedly
linked to the use of products containing herbal ephedra. The new dosage and labeling
requirements in the proposal would mean that the product could no longer be marketed
for weight loss. In reality the agency failed to provide a factual basis to support the
need for the regulation. Further investigation by Advocacy and the industry revealed
that hardly any of the AERs established a causal connection to the use of ephedra. If

no causal connection is established, there is no basis for the rule.

The GAO was asked by Congress to examine the scientific basis for FDA’s proposed
rule and examine FDA's adherence to the regulatory analysis requirements for federal
rulemaking. In its report, Dietary Supplements: Uncertainties in Analyses Underlying
FDA's Proposed Rule on Ephedrine Alkaloids (July 1999), the GAO found serious
deficiencies with the data and studies used to support the regulation. The GAO stated
that FDA did not establish a causal link between the ingestion of the products and the
occurrence of adverse events for either its proposed dosing level or duration of use.
FDA's benefits analysis could not be duplicated because it failed to identify which
“serious’ adverse event reports it had relied upon. The GAO aso stated that FDA had
no internal guidance on the use of AERSs for rulemaking related to dietary supplements,

and the AERs were used differently in this proposed rule than in prior rulemaking.
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What Did Congress
Mean by ““Significant”
and “Substantial”?

Finally, the GAO indicated that the agency did not always disclose why certain key
assumptions were made, the degree of uncertainty involved in those assumptions, or
the fact that alternative assumptions would have had a dramatic effect on the agency’s
estimate of the benefits.

After reaching these conclusions, the GAO inexplicably found that FDA met the
requirements of the RFA. This conclusion, of course, is counterintuitive. How did the
GAO reach this conclusion? The obvious answer: by treating the RFA as a mere proce-
dura statute. According to the GAO, FDA jumped through all of the necessary RFA
“hoops,” so the fact that the data and analysis relied on by the FDA were flawed was
irrelevant. The GAO explained that athough the FDA acknowledged that the rule
would affect small businesses, FDA adequately described the affected small businesses
and discussed aternatives in compliance with the RFA. Perhaps the FDA concluded
that since the RFA does not specifically require accurate data, then the RFA require-

ments were technically met—a preposterous theory.

In Advocacy’s view GAO's interpretation of the RFA's requirements is unquestionably
erroneous and deviates completely from the purpose and intent of the RFA. GAO has
issued similarly flawed reports in recent years that trend toward the agency treating the
RFA as a procedura statute. Advocacy has serious concerns with GAO' s conclusions
about RFA compliance. In the future, GAO and other agencies must understand that

the RFA imposes analytical as well as procedural requirements.

There has been much discussion over the years as to the need to define “significant”
and “substantial” with some specificity. GAO isin the forefront of the effort to get
specificity. Federal agencies believe that the undefined terms are too vague even
though the nation has been well served by laws such as the Federal Trade Commission
Act that outlaws “unfair competition” without defining “unfair competition.” It islike

pornography—one knows it when one seesiit.

When the RFA was adopted, Congress expressly left the terms undefined so that agen-
cies would evaluate and analyze the impact of each regulation in the context of the
industries being regulated and the types of reguirements being imposed by the regula
tion. In other words, each regulation was to be treated asif it were the equivaent of a
snowflake—each different in its own way. By not defining the terms, agencies could

determine whether something was “significant” or “substantial” based on the unique
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requirements of the regulation and in the context of an ever-changing economy and

changing industry structures.

In the legidative history of the RFA, Congress discussed some of the measures an
agency might use, but again, ultimately decided that definitive measures should not be
included in the statute. For instance, |legidlative history says that the term “ substantial”
isintended to mean a substantial number of entities within a particular economic or
other activity.”” The history also states that agencies would not be required “to find that
an overwhelming percentage [more than half] of small [entities] would be affected

before requiring an IRFA.”*#

Asfor “significant,” Congress said, “the term ‘significant economic impact’ is, of
necessity, not an exact standard. Because of the diversity of both the community of
small entities and of rules themselves, any more precise definition is virtually impossi-
ble and may be counterproductive.”** Moreover, Congress identified several examples
of “significant”: arule that provides a strong disincentive to seek capital;* having
impacts greater than the $500 fine imposed for noncompliance;* new capital require-
ments beyond the reach of the entity;? any impact less cost-efficient than another rea-
sonable regulatory aternative;® and any impact where the adverse cost impact is

greater than the value of the regulatory good.

Some agencies like the Marine Fisheries Service and the Department of Health and
Human Services at some point established their own definitions for these terms. The
latter has said that arule is not significant if it would not reduce revenues or raise costs

of any class of affected entities by more than three to five percent within five years.

Advocacy believes it would be a daunting task to construct a specific definition or
even a set of definitions that would apply to al industries for al timesin an economy
that is so diverse and in which the composition and cost and profit structures are con-
stantly changing. No one can forecast how the economy will change, what industries
will grow, what problems will emerge. Lack of specificity reserves the options for pub-
lic policymakers to know “significant” and “substantial” when they see it and justify

their analysis in the context of the economy as it exists when arule is being devel oped.

17. 126 Cong. Rec. S10938 (1980), (Section-by-Section Analysis of the Regulatory Flexibility
Act).

18. 126 Cong. Rec. at S10941 and 10942.

19. 126 Cong. Rec. at S10942.

20. 126 Cong. Rec. at S10938.

21. 126 Cong. Rec. at H24578.

22. 126 Cong. Rec. at H24593.

23. 126 Cong. Rec. at H24595.
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Other Suggested
Amendments to the
RFA

Budgetary Needs of
Advocacy

Possible Legislative
Proposals

For these reasons, Advocacy is likely to discourage future attempts to construct a statu-

tory or regulatory definition for these terms.

Other suggested amendments to the RFA would require agencies to weigh the indirect
cost effects of regulation, and to close the loophole that allows agencies to bypass the

requirements of the RFA by publishing interim or direct final rules.

The future effectiveness of the RFA may be helped or hindered based on future

amendments to the law.

Advocacy does not have aline item in SBA’s budget for a budget that includes salaries
and expenses. Therefore, its budget and staffing are driven by SBA's support and budg-

et constraints. The office can do as much or as little as the budget allows.

Over the years, Advocacy’s personnel ceiling has declined dramatically, despite
increases in the statutory responsibilities undertaken by the office. Staff productivity
has increased dramatically, due largely to an increase in the staff’s expertise, aswell as
new working relationships with agencies and the regulated industries. Thus far, the
staff has been able to avoid major omissions in its review of regulations, but the
increase in resources being devoted to pre-proposal activity (over and above the
SBREFA panel process) is stretching Advocacy’ s resources. There has been some con-
gressiond interest in giving Advocacy a separate line item in the SBA’s budget for its

entire operation but no action has been taken thus far.

RFA Amendments. Since SBREFA became law in 1996, some observers have sug-
gested further amendments to the RFA. For example, legislation introduced in the
106th Congress would have extended the SBREFA small business advocacy review
panel requirements to the IRS and the Department of Labor’s Mine Safety and Health
Administration. Advocacy has not taken a position as to whether the addition of other
agencies would be advisable, but does acknowledge that the process has worked well
for the agencies that are currently covered by the panel requirements. Also, Advocacy
encourages agencies to convene SBREFA-like panels on their own initiative since they
are obligated under the RFA to reach out to small businesses in the development of
regulations. Agency compliance with the outreach provisions of the RFA is subject to
judicial review and instituting SBREFA-like panels could serve to satisfy an agency’s

obligations under the law.

24. See Appendix “P” to the Background Paper on the Office of Advocacy, 1994-2000 at
www.shba.gov/advo.
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Advocacy’s Independence. Two proposals were introduced that were designed to
increase Advocacy’ s independence. One proposal would have established a separate
budget line item for the office and defined the conditions under which the Chief
Counsel could be removed. The second proposal would have created a three-member
independent commission with rulemaking authority over compliance with the RFA and
mandated a majority vote for al official commission actions (including comments sub-
mitted for the public record). Advocacy supported the first proposal, but had major
concerns with the second. Thisis primarily because the second proposal would 1) take
away Advocacy’s ability to react quickly to fast-moving issues or emergencies; and 2)
convert its work into litigious activities and thereby eliminate Advocacy’s early access
to policymakers in the executive branch.® No fina action has been taken on either pro-

posal.

25. See Chief Counsel’ s testimony of June 21, 2000, at www.sba.gov/advo.
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“ The Office of Advocacy’s
intervention in this matter isa
valuable case study in the
need for small businesses to
have a federally established
oversight organization to
whom they can appeal in
cases where agency impact
analyses are seriously
flawed” —— Sephen F. Sms,
Pharmaceutical Distributors
Association, regarding
Advocacy’s comments on a
rule issued by the Food &
Drug Administration (FDA).

“ FDA withdrew the most con-
troversial portions of the pro-
posed regulation . . . Thisisan
astounding and unprecedented
turnaround that would not have
occurred without the SBA's
help . . . Asaresult of the sup-
port the Office of Advocacy
has provided, | am now con-
vinced the SBA is an essential
watchdog to prevent ill-
conceived FDA regulations! —
A. Wes Segner, Jr.,

Hyman, Pheps& McNamera, PC.

Conclusion

The future is a difficult thing to predict. Should we believe Patrick Henry who once
said, “I know no way of judging the future but by the past?’ Or should we believe
Edmund Burke who said, “You can never plan the future by the past?’ Burke's theory
seems more likely in light of these questions. Could anyone have predicted that after
nearly 20 years of poor and/or spotty agency compliance with the RFA, some agencies
would now be active partners with Advocacy in making better regulations that pose
less of a burden on small entities? Could anyone have predicted that Advocacy, togeth-
er with industry representatives, could save small entities billions of dollars annually

by eliminating unnecessary and costly regulatory burdens?

One thing is certain: hindsight has proven the RFA critics wrong. The RFA has been
and will continue to be a valuable tool in the important work of fashioning fairer and
better regulations. Moreover, agencies that have worked closely with Advocacy in
recent years have found that RFA compliance does not necessarily impose increased
cost or burden on the agency—particularly when the cost of litigation for noncompli-

ance with the RFA is taken into consideration.

Although it isimpossible to know what the future holds, it can at least be said that the
future looks promising. Each year since the passage of SBREFA, more and more agen-
cies have made a good-faith effort to comply with the RFA—seeking RFA training,
consulting with Advocacy early in arule’'s development, etc. There is no reason for
that trend to falter in the near future. Clearly, many agencies still need to do a better
job and other agencies lack understanding of even basic RFA concepts. It is
Advocacy’s hope that al federal agencies will grow to appreciate the value and impor-
tance of the RFA.

In order for the regulatory environment to continue improving, the Office of Advocacy
must be allowed to pursue its unique mission of representing small businesses within
the federal government zealously and independently. Advocacy’s ability to pursue its
mission will hinge largely on two factors. The first is adequate funding from Congress.
This will ensure proper staffing of the office and continued availability of vital eco-
nomic research for policymakers. The best way to ensure proper funding may be to
make Advocacy’ s budget a separate line item in the budget. Whatever the formula for

Advocacy’s funding in the future, the office will continue to utilize its resources to
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serve as the nation’s watchdog against excessive government regulation. The other fac-
tor is the skill of the Chief Counsel to forge consensus between the executive and leg-
islative branches of government and to open up policy councils to meaningful partici-
pation by small businesses. Credibility and nonpartisan relations with Congress, execu-
tive branch agencies and the small business community, as well as rapid responses to
regulatory and policy initiatives, are key to effective representation of small business
issues by a Chief Counsel. Thisis perhaps the single most important aspect in motivat-
ing the entire office, and it ensures the commitment of ateam of professionals to small

business.
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Appendix A: The Regulatory
Flexibility Act, as Amended

The following text of the Regulatory Flexibility Act of 1980, as amended, is taken from
Title 5 of the United States Code, Sections 601-612. The Regulatory Flexibility Act
was originally passed in 1980 (P.L. 96-354). The Act was amended by the Small
Business Regulatory Enforcement Fairness Act of 1996 (P.L. 104-121).

Congressional Findings and Declaration of Purpose

(@ The Congress finds and declares that—

(1) when adopting regulations to protect the health, safety and economic
welfare of the Nation, Federal agencies should seek to achieve statutory goals as
effectively and efficiently as possible without imposing unnecessary burdens on the
public;

(2) laws and regulations designed for application to large scale entities have
been applied uniformly to small businesses, small organizations, and small govern-
mental jurisdictions even though the problems that gave rise to government action may
not have been caused by those smaller entities;

(3) uniform Federal regulatory and reporting requirements have in numerous
instances imposed unnecessary and disproportionately burdensome demands including
legal, accounting and consulting costs upon small businesses, small organizations, and
small governmental jurisdictions with limited resources;

(4) thefailure to recognize differences in the scale and resources of regulat-
ed entities has in numerous instances adversely affected competition in the market-
place, discouraged innovation and restricted improvements in productivity;

(5) unnecessary regulations create entry barriers in many industries and dis-
courage potential entrepreneurs from introducing beneficial products and processes;

(6) the practice of treating all regulated businesses, organizations, and gov-
ernmental jurisdictions as equivalent may lead to inefficient use of regulatory agency
resources, enforcement problems and, in some cases, to actions inconsistent with the
legidative intent of health, safety, environmental and economic welfare legidation;

(7) dternative regulatory approaches which do not conflict with the stated objec-
tives of applicable satutes may be available which minimize the significant economic impact

of rules on small businesses, small organizations, and small governmental jurisdictions;
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(8) the process by which Federal regulations are developed and adopted
should be reformed to require agencies to solicit the ideas and comments of small
businesses, small organizations, and small governmental jurisdictions to examine the
impact of proposed and existing rules on such entities, and to review the continued
need for existing rules.

(b) Itisthe purpose of this Act [enacting this chapter and provisions set out as
notes under this section] to establish as a principle of regulatory issuance that agencies
shall endeavor, consistent with the objectives of the rule and of applicable statutes, to
fit regulatory and informational requirements to the scale of the businesses, organiza-
tions, and governmental jurisdictions subject to regulation. To achieve this principle,
agencies are required to solicit and consider flexible regulatory proposals and to
explain the rationale for their actions to assure that such proposals are given serious

consideration.

Regulatory Flexibility Act

8601 Definitions

§602 Regulatory agenda

§603 Initial regulatory flexibility analysis

§604 Final regulatory flexibility analysis

§605 Avoidance of duplicative or unnecessary analyses
8606 Effect on other law

8607 Preparation of analyses

§608 Procedurefor waiver or delay of completion
§609 Proceduresfor gathering comments

8610 Periodicreview of rules

§611 Judicial review

§612 Reportsand intervention rights

§ 601 Definitions
For purposes of this chapter—

(1) theterm “agency” means an agency as defined in section 551(1) of this
title;

(2) theterm “rule” means any rule for which the agency publishes a general
notice of proposed rulemaking pursuant to section 553(b) of thistitle, or any other law,

including any rule of general applicability governing Federal grants to State and local
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governments for which the agency provides an opportunity for notice and public com-
ment, except that the term “rule” does not include a rule of particular applicability
relating to rates, wages, corporate or financial structures or reorganizations thereof,
prices, facilities, appliances, services, or alowances therefor or to valuations, costs or
accounting, or practices relating to such rates, wages, structures, prices, appliances,
services, or alowances,

(3) theterm “small business’ has the same meaning as the term “small busi-
ness concern” under section 3 of the Small Business Act, unless an agency, after con-
sultation with the Office of Advocacy of the Small Business Administration and after
opportunity for public comment, establishes one or more definitions of such term
which are appropriate to the activities of the agency and publishes such definition(s) in
the Federal Register;

(4) theterm “small organization” means any not-for-profit enterprise which
is independently owned and operated and is not dominant in its field, unless an agency
establishes, after opportunity for public comment, one or more definitions of such term
which are appropriate to the activities of the agency and publishes such definition(s) in
the Federal Register;

(5) theterm “small governmental jurisdiction” means governments of cities,
counties, towns, townships, villages, school districts, or specia districts, with a popu-
lation of less than fifty thousand, unless an agency establishes, after opportunity for
public comment, one or more definitions of such term which are appropriate to the
activities of the agency and which are based on such factors as location in rural or
sparsely populated areas or limited revenues due to the population of such jurisdiction,
and publishes such definition(s) in the Federal Register;

(6) theterm “small entity” shall have the same meaning as the terms “small

business,” “small organization” and “small governmental jurisdiction” defined in para-
graphs (3), (4) and (5) of this section; and
(7) theterm “collection of information” —

(A) means the obtaining, causing to be obtained, soliciting, or
requiring the disclosure to third parties or the public, of facts or opinions by or for an
agency, regardless of form or format, calling for either—

(i) answersto identical questions posed to, or identical
reporting or recordkeeping requirements imposed on, 10 or more persons, other than
agencies, instrumentalities, or employees of the United States; or

(ii) answersto questions posed to agencies, instrumentalities,
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or employees of the United States which are to be used for general statistical purposes;
and
(B) shall not include a collection of information described under
section 3518(c)(1) of title 44, United States Code
(8) Recordkeeping requirement—The term “recordkeeping requirement”

means a requirement imposed by an agency on persons to maintain specified records.

8 602. Regulatory agenda

(a8 During the months of October and April of each year, each agency shall publish
in the Federal Register aregulatory flexibility agenda which shall contain—

(1) abrief description of the subject area of any rule which the agency
expects to propose or promulgate which is likely to have a significant economic impact
on a substantial number of small entities,

(2) asummary of the nature of any such rule under consideration for each
subject arealisted in the agenda pursuant to paragraph (1), the objectives and legal
basis for the issuance of the rule, and an approximate schedule for completing action
on any rule for which the agency has issued a general notice of proposed rulemaking,
and

(3) the name and telephone number of an agency official knowledgeable
concerning the items listed in paragraph (1).

(b) Each regulatory flexibility agenda shall be transmitted to the Chief Counsel for
Advocacy of the Small Business Administration for comment, if any.

(c) Each agency shall endeavor to provide notice of each regulatory flexibility
agenda to small entities or their representatives through direct notification or publica-
tion of the agenda in publications likely to be obtained by such small entities and shall
invite comments upon each subject area on the agenda.

(d) Nothing in this section precludes an agency from considering or acting on any
matter not included in a regulatory flexibility agenda, or requires an agency to consider

or act on any matter listed in such agenda.

§603. Initial regulatory flexibility analysis

(8 Whenever an agency is required by section 553 of thistitle, or any other law, to
publish general notice of proposed rulemaking for any proposed rule, or publishes a
notice of proposed rulemaking for an interpretative rule involving the internal revenue

laws of the United States, the agency shall prepare and make available for public comment
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an initial regulatory flexibility analysis. Such analysis shall describe the impact of the
proposed rule on small entities. The initial regulatory flexibility analysis or a summa-
ry shall be published in the Federal Register at the time of the publication of general
notice of proposed rulemaking for the rule. The agency shall transmit a copy of the
initial regulatory flexibility analysis to the Chief Counsel for Advocacy of the Small
Business Administration. In the case of an interpretative rule involving the internal rev-
enue laws of the United States, this chapter applies to interpretative rules published in
the Federal Register for codification in the Code of Federal Regulations, but only to
the extent that such interpretative rules impose on small entities a collection of infor-
mation requirement.

(b) Eachinitia regulatory flexibility analysis required under this section shal contain

(1) adescription of the reasons why action by the agency is being consid-
ered;

(2) asuccinct statement of the objectives of, and legal basis for, the proposed
rule;

(3) adescription of and, where feasible, an estimate of the number of small
entities to which the proposed rule will apply;

(4) adescription of the projected reporting, recordkeeping and other compli-
ance requirements of the proposed rule, including an estimate of the classes of small
entities which will be subject to the requirement and the type of professional skills
necessary for preparation of the report or record;

(5) anidentification, to the extent practicable, of al relevant Federal rules
which may duplicate, overlap or conflict with the proposed rule.

(c) Eachinitia regulatory flexibility analysis shall also contain a description of any
significant alternatives to the proposed rule which accomplish the stated objectives of
applicable statutes and which minimize any significant economic impact of the pro-
posed rule on small entities. Consistent with the stated objectives of applicable
statutes, the analysis shall discuss significant alternatives such as—

(1) the establishment of differing compliance or reporting requirements or
timetables that take into account the resources available to small entities;

(2) the clarification, consolidation, or simplification of compliance and
reporting requirements under the rule for such small entities;

(3) the use of performance rather than design standards; and

(4) an exemption from coverage of the rule, or any part thereof, for such

small entities.
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8 604. Final regulatory flexibility analysis

(8 When an agency promulgates a fina rule under section 553 of thistitle, after
being required by that section or any other law to publish a general notice of proposed
rulemaking, or promulgates a final interpretative rule involving the internal revenue
laws of the United States as described in section 603(a), the agency shall prepare a
final regulatory flexibility analysis. Each final regulatory flexibility analysis shall con-
tain—

(1) asuccinct statement of the need for, and objectives of, the rule;

(2) asummary of the significant issues raised by the public commentsin
response to the initia regulatory flexibility analysis, a summary of the assessment of
the agency of such issues, and a statement of any changes made in the proposed rule
as aresult of such comments;

(3) adescription of and an estimate of the number of small entities to which
the rule will apply or an explanation of why no such estimate is available;

(4) adescription of the projected reporting, recordkeeping and other compli-
ance requirements of the rule, including an estimate of the classes of small entities
which will be subject to the requirement and the type of professiona skills necessary
for preparation of the report or record; and

(5) adescription of the steps the agency has taken to minimize the signifi-
cant economic impact on small entities consistent with the stated objectives of applica
ble statutes, including a statement of the factual, policy, and legal reasons for selecting
the aternative adopted in the final rule and why each one of the other significant ater-
natives to the rule considered by the agency which affect the impact on small entities
was rejected.

(b) The agency shall make copies of the final regulatory flexibility analysis avail-
able to members of the public and shall publish in the Federal Register such analysis

or asummary thereof.

§ 605. Avoidance of duplicative or unnecessary analyses
(8 Any Federa agency may perform the analyses required by sections 602, 603,
and 604 of thistitle in conjunction with or as a part of any other agenda or analysis
required by any other law if such other analysis satisfies the provisions of such sections
(b) Sections 603 and 604 of thistitle shall not apply to any proposed or final rule if
the head of the agency certifies that the rule will not, if promulgated, have a significant

economic impact on a substantial number of small entities. If the head of the agency
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makes a certification under the preceding sentence, the agency shall publish such certi-
fication in the Federal Register at the time of publication of general notice of proposed
rulemaking for the rule or at the time of publication of the final rule, aong with a
statement providing the factual basis for such certification. The agency shall provide
such certification and statement to the Chief Counsel for Advocacy of the Small
Business Administration.

(c) Inorder to avoid duplicative action, an agency may consider a series of closely
related rules as one rule for the purposes of sections 602, 603, 604 and 610 of this
title.

8 606. Effect on other law
The requirements of sections 603 and 604 of thistitle do not alter in any manner stan-

dards otherwise applicable by law to agency action.

8 607. Preparation of analyses

In complying with the provisions of sections 603 and 604 of this title, an agency may
provide either a quantifiable or numerical description of the effects of a proposed rule
or aternatives to the proposed rule, or more general descriptive statements if quantifi-

cation is not practicable or reliable.

§608. Procedurefor waiver or delay of completion

(8 An agency head may waive or delay the completion of some or al of the
requirements of section 603 of this title by publishing in the Federal Register, not later
than the date of publication of the final rule, a written finding, with reasons therefor,
that the final rule is being promulgated in response to an emergency that makes com-
pliance or timely compliance with the provisions of section 603 of this title impracti-
cable.

(b) Except as provided in section 605(b), an agency head may not waive the
requirements of section 604 of thistitle. An agency head may delay the completion of
the requirements of section 604 of this title for a period of not more than one hundred
and eighty days after the date of publication in the Federal Register of afinal rule by
publishing in the Federal Register, not later than such date of publication, a written
finding, with reasons therefor, that the final rule is being promulgated in response to an
emergency that makes timely compliance with the provisions of section 604 of thistitle
impracticable. If the agency has not prepared afina regulatory analysis pursuant to
section 604 of this title within one hundred and eighty days from the date of publication
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of the final rule, such rule shall lapse and have no effect. Such rule shall not be repro-
mulgated until afinal regulatory flexibility analysis has been completed by the agency.

§609. Proceduresfor gathering comments

(8 When any rule is promulgated which will have a significant economic impact
on a substantial number of small entities, the head of the agency promulgating the rule
or the official of the agency with statutory responsibility for the promulgation of the
rule shall assure that small entities have been given an opportunity to participate in the
rulemaking for the rule through the reasonable use of techniques such as—
(1) theinclusion in an advanced notice of proposed rulemaking, if issued, of a state-
ment that the proposed rule may have a significant economic effect on a substantial
number of small entities;

(2) the publication of genera notice of proposed rulemaking in publications
likely to be obtained by small entities;

(3) thedirect notification of interested small entities;

(4) the conduct of open conferences or public hearings concerning the rule for
small entities including soliciting and receiving comments over computer networks; and

(5) the adoption or modification of agency procedural rules to reduce the
cost or complexity of participation in the rulemaking by small entities.

(b) Prior to publication of an initial regulatory flexibility analysis which a covered
agency is required to conduct by this chapter—

(1) acovered agency shdl notify the Chief Counsel for Advocacy of the Small
Business Administration and provide the Chief Counsel with information on the potential
impacts of the proposed rule on small entities and the type of small entities that might
be affected;

(2) not later than 15 days after the date of receipt of the materials described
in paragraph (1), the Chief Counsel shall identify individuals representative of affected
small entities for the purpose of obtaining advice and recommendations from those
individuals about the potential impacts of the proposed rule;

(3) the agency shall convene areview panel for such rule consisting wholly
of full time Federal employees of the office within the agency responsible for carrying
out the proposed rule, the Office of Information and Regulatory Affairs within the
Office of Management and Budget, and the Chief Counsdl;

(4) the panel shall review any material the agency has prepared in connection

with this chapter, including any draft proposed rule, collect advice and recommendations
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of each individual small entity representative identified by the agency after consulta-
tion with the Chief Counsel, on issues related to subsections 603(b), paragraphs (3),
(4) and (5) and 603(c);

(5) not later than 60 days after the date a covered agency convenes areview
panel pursuant to paragraph (3), the review panel shall report on the comments of the
small entity representatives and its findings as to issues related to subsections 603(b),
paragraphs (3), (4) and (5) and 603(c), provided that such report shall be made public
as part of the rulemaking record; and

(6) where appropriate, the agency shall modify the proposed rule, the initial
regulatory flexibility analysis or the decision on whether an initial regulatory flexibili-
ty analysisis required.

(c) Anagency may in its discretion apply subsection (b) to rules that the agency
intends to certify under subsection 605(b), but the agency believes may have a greater
than de minimis impact on a substantial number of small entities.

(d) For purposes of this section, the term "covered agency” means the
Environmental Protection Agency and the Occupational Safety and Health
Administration of the Department of Labor.

(e) The Chief Counsel for Advocacy, in consultation with the individuals identified
in subsection (b)(2), and with the Administrator of the Office of Information and
Regulatory Affairs within the Office of Management and Budget, may waive the
requirements of subsections (b)(3), (b)(4), and (b)(5) by including in the rulemaking
record a written finding, with reasons therefor, that those requirements would not
advance the effective participation of small entities in the rulemaking process. For pur-
poses of this subsection, the factors to be considered in making such a finding are as
follows:

(1) Indeveloping a proposed rule, the extent to which the covered agency
consulted with individual s representative of affected small entities with respect to the
potential impacts of the rule and took such concerns into consideration.

(2) Specia circumstances requiring prompt issuance of the rule.

(3) Whether the requirements of subsection (b) would provide the individuals
identified in subsection (b)(2) with a competitive advantage relative to other

small entities.

8610. Periodic review of rules

(a8 Within one hundred and eighty days after the effective date of this chapter, each
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agency shall publish in the Federal Register a plan for the periodic review of the rules
issued by the agency which have or will have a significant economic impact upon a
substantial number of small entities. Such plan may be amended by the agency at any
time by publishing the revision in the Federal Register. The purpose of the review
shall be to determine whether such rules should be continued without change, or
should be amended or rescinded, consistent with the stated objectives of applicable
statutes, to minimize any significant economic impact of the rules upon a substantial
number of such small entities. The plan shall provide for the review of al such agency
rules existing on the effective date of this chapter within ten years of that date and for
the review of such rules adopted after the effective date of this chapter within ten years
of the publication of such rules as the final rule. If the head of the agency determines
that completion of the review of existing rulesis not feasible by the established date,
he shall so certify in a statement published in the Federal Register and may extend the
completion date by one year at atime for atotal of not more than five years.

(b) In reviewing rules to minimize any significant economic impact of the rule on a
substantial number of small entities in a manner consistent with the stated objectives
of applicable statutes, the agency shall consider the following factors—

(1) the continued need for the rule;

(2) the nature of complaints or comments received concerning the rule from
the public;

(3) the complexity of the rule;

(4) the extent to which the rule overlaps, duplicates or conflicts with other
Federa rules, and, to the extent feasible, with State and local governmental rules; and

(5) the length of time since the rule has been evaluated or the degree to
which technology, economic conditions, or other factors have changed in the area
affected by the rule.

(c) Each year, each agency shall publish in the Federal Register alist of the rules
which have a significant economic impact on a substantial number of small entities,
which are to be reviewed pursuant to this section during the succeeding twelve
months. The list shall include a brief description of each rule and the need for and

legal basis of such rule and shall invite public comment upon the rule.

8 611. Judicial review
(@ (1) Forany rule subject to this chapter, a small entity that is adversely affected

or aggrieved by final agency action is entitled to judicia review of agency compliance
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with the requirements of sections 601, 604, 605(b), 608(b), and 610 in accordance
with chapter 7. Agency compliance with sections 607 and 609(a) shall be judicially
reviewable in connection with judicia review of section 604

(2) Each court having jurisdiction to review such rule for compliance with
section 553, or under any other provision of law, shall have jurisdiction to review any
claims of noncompliance with sections 601, 604, 605(b), 608(b), and 610 in accor-
dance with chapter 7. Agency compliance with sections 607 and 609(a) shall be judi-
cialy reviewable in connection with judicial review of section 604

3 (A) A small entity may seek such review during the period begin-
ning on the date of final agency action and ending one year later, except that where a
provision of law requires that an action challenging a final agency action be com-
menced before the expiration of one year, such lesser period shall apply to an action
for judicial review under this section.

(B) In the case where an agency delays the issuance of afina regu-
latory flexibility analysis pursuant to section 608(b) of this chapter, an action for judi-
cial review under this section shall be filed not later than—

(i) oneyear after the date the analysis is made available to
the public, or

(if) where a provision of law requires that an action chal-
lenging afina agency regulation be commenced before the expiration of the 1-year
period, the number of days specified in such provision of law that is after the date the
analysis is made available to the public

(4) Ingranting any relief in an action under this section, the court shall order

the agency to take corrective action consistent with this chapter and chapter 7, includ-
ing, but not limited to -

(A) remanding the rule to the agency, and

(B) deferring the enforcement of the rule against small entities
unless the court finds that continued enforcement of the rule is in the public interest.

(5) Nothing in this subsection shall be construed to limit the authority of any
court to stay the effective date of any rule or provision thereof under any other provi-
sion of law or to grant any other relief in addition to the requirements of this section.

(b) Inan action for the judicial review of arule, the regulatory flexibility analysis
for such rule, including an analysis prepared or corrected pursuant to paragraph (a)(4),
shall constitute part of the entire record of agency action in connection with such

review.
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(c) Compliance or noncompliance by an agency with the provisions of this chapter
shall be subject to judicia review only in accordance with this section.

(d) Nothing in this section bars judicial review of any other impact statement or
similar analysis required by any other law if judicia review of such statement or

analysis is otherwise permitted by law.

§ 612. Reportsand intervention rights

(8 The Chief Counsel for Advocacy of the Small Business Administration shall
monitor agency compliance with this chapter and shall report at least annually thereon
to the President and to the Committees on the Judiciary and Small Business of the
Senate and House of Representatives.

(b) The Chief Counsel for Advocacy of the Small Business Administration is
authorized to appear as amicus curiae in any action brought in a court of the United
States to review arule. In any such action, the Chief Counsel is authorized to present
his or her views with respect to compliance with this chapter, the adequacy of the rule-
making record with respect to small entities and the effect of the rule on small entities.

(c) A court of the United States shall grant the application of the Chief Counsel for
Advocacy of the Small Business Administration to appear in any such action for the

purposes described in subsection (b).
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Agricultural
Marketing Service

Department of Agriculture

The U.S. Department of Agriculture (USDA) was established in 1862 by President
Lincoln. Since then, USDA has been charged with a very wide and diverse set of
responsibilities such as farm support programs, soil conservation measures, feeding
programs, inspection of meat and poultry, raising rural homeownership, research on
pest management, biotechnology, nutrition and food safety, and management of 192

million acres of national forest and grasslands.

Historically, USDA has demonstrated a spotty history of compliance with the
Regulatory Flexibility Act (RFA). As described below, throughout fiscal year 2000, the
Office of Advocacy continued to work with various agencies within USDA to improve

their RFA compliance activities.

In addition to the specific issues listed in this section, Advocacy has also commented
on anumber of other magjor USDA-proposed regulations. Since most of the work on
these draft regulations contains confidential interagency work product, they cannot be
discussed in detail herein. These proposed regulations included many important regula-
tions, such as USDA's rule creating national standards for organic farming and pro-

cessing.

In the early 1990s, Advocacy finally convinced the Agricultural Marketing Service
(AMYS) that its programs were subject to the RFA. Since the passage of the Small
Business Regulatory Enforcement Fairness Act (SBREFA) in 1996, AMS has included
more analysis in its regulations, frequently opting to prepare an initial regulatory flexi-
bility analysis (IRFA) rather than certify their regulations. However, many of the
analyses generally seem to miss a fundamental element: an explanation of why mar-
keting orders and promotion programs are necessary and promote better economic
results than a free-market scheme. Thisis an arcane area of law complicated by the fact
that the regulated businesses frequently decide how they are to be regulated—that is, pack-

ing regquirements, fruit size requirements, whether to adopt a promotion program, etc.

The exception to the rule regarding AMS' track record of RFA compliance isthe
Organic Program Office. This unit within AMS has worked diligently with Advocacy
and the Office of Management and Budget (OMB) for over two years to develop regu-
lations for anationa organic program. The Organic Program staff met with Advocacy
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very early in the rule’s development in an attempt to make small business concerns an
integral part of the rule. In terms of process and outcome, this approach is generally
better than writing a rule and then figuring out how to fit small businesses into the

equation.

Issue: Food Stamp Retailer Eligibility. In June 1999, the Food and Nutrition Service Food and Nutrition

(FNS) proposed arule to revise the criteria for retail stores that wish to continue par-
ticipating in the food stamp program. The primary purpose of the rule is to ensure that
food stamp recipients continue to have adequate access to stores where they can pur-
chase awide variety of nutritious food items. FNS determined that a qualifying busi-
ness must maintain no fewer than three different varieties of staple food items out of
four statutorily defined categories, including perishable foodsin at least two of those
categories. For example, aretailer selling whole, skim, and chocolate milk can only
claim one variety of dairy product. In order to ensure the sufficiency of stock on a con-
tinuing basis, FNS determined that a qualifying business must be able to verify at least
$30,000 in wholesale purchases annually. These were deemed “Criterion A” require-
ments by the agency. If a business cannot meet “ Criterion A” requirements, it can
qualify for “Criterion B,” which requires a business to have more than 50 percent of its

total salesin staple foods.

Although the agency certified under the RFA that the regulation would not have a sig-
nificant economic impact on a substantial number of small entities, there was no factu-
al basis for its certification. There was no mention of the number of small entities
affected by the rule, which is the basic requirement for determining whether a substan-
tia number of small entities were affected. There was no explanation for the seeming-
ly arbitrary requirements in the rule, such as the $30,000 minimum in wholesale pur-
chases, and why such a requirement would have no significant economic impact on

small businesses.

The intent of Congress when it mandated changes in the retailer eligibility require-
ments was to eliminate marginal stores that do not provide enough nutritious foods.
Thus, Advocacy questioned whether there is any beneficial effect if stores covered by
the rule are eliminated, even if they carry substantial amounts of staple foods. By not
doing an economic analysis, the agency may also be harming the food stamp benefici-

ary if he or she has to travel further distances to find a store that does meet the criteria.
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Food Safety and
Inspection Service

Advocacy filed comments with FNS on August 27, 1999, urging the agency to re-pro-
pose the regulation with either a factual basis for its certification or an IRFA.

Advocacy awaits further action from the agency on the rule.

Issue: Vendor Participation Requirements for the Women, I nfants, and Children
Program. In June 1999, FNS published a rule that would strengthen requirements for
operation of vendor management systems by limiting the number of vendors and
imposing training requirements. As with the food stamp retailer rule above, the agency

certified the regulation as having no significant impact on small businesses.

Advocacy again asserted that there was no factual basis or data to support the certifica-
tion. There was no discussion of the costs associated with limiting the number and dis-
tribution of authorized vendors that have never defrauded the government; or a
description or estimate of the number of small entities that will be affected by the rule.
Therefore, the rule has the potential of affecting not only abusive vendors, but legiti-
mate vendors as well, based on whether participants have adequate access to the pro-
gram. For example, if alarge chain store is serving the area adequately, a smaller store
might be eliminated from the program. Controversy swirled around a similar rule that
was proposed by the FNS about eight years prior to the instant rule, so the agency

needs to be particularly mindful of the rule’s impact.

Advocacy filed comments with FNS on August 27, 1999, voiced these concerns, and
requested that the agency re-propose the regulation with a certification and adequate
factual basis for the rule, or prepare an IRFA. To date there has been no response by
FNS to Advocacy’ s request.

The Food Safety and Inspection Service (FSIS) is another office within USDA that
Advocacy believes still needs more work to improve RFA compliance. For example,
FSIS issued “policy changes’ at least twice in 1999 affecting thousands of small enti-
ties. One policy change eliminated face-to-face label reviews, and the other dealt with
adding beef trimmings to the range of products that would be considered adulterated

when contaminated with a particular food pathogen.

The first of these two policy changes threatened to put many courier/expediter services
out of business by not alowing meat processors to use couriers to meet in person with

USDA label reviewers for instant label reviews. It also threatened to do great damage
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to the small processors who relied on courier services to obtain rapid approval on label
changes. Ironically, elimination of the face-to-face process contravened USDA’s own
internal reports that hailed the process as successful and efficient. The second policy

change was a sweeping expansion of FSIS policy interpretation of adulterated meat.

Despite the impact of both “policy changes,” the agency failed to do any economic
analyses. In Advocacy’s opinion, this violated the Administrative Procedure Act (APA)
as FSIS failed to publish the changes as proposed rules. Moreover, when rules are not
published for public notice and comment, they are not subject to the requirements of
the RFA. Although the agency seems to have survived a court challenge in the case of
the label reviews," the agency’ s resources probably would have been better utilized by

issuing a proposed rule and preparing a proper anaysis.

In September 2000, FSIS contacted Advocacy requesting a tailored briefing on how to
comply with the RFA. Advocacy conducted this briefing for about 25 FSIS and USDA
staff, with great emphasis on the definition of a small entity for purposes of the RFA.

Advocacy hopes the briefing will serve to make FSIS more sensitive to small business

issues in the future.

The USDA'’s Forest Service is responsible for providing a continuing flow of natural Forest Service

resource goods and services to help meet the needs of the nation and to contribute to
the needs of the international community. It is responsible for providing a sustained
flow of renewable resources (outdoor recreation, forage, wood, water, wildlife, and
fish) in amanner that best meets the needs of society now and in the future. FSis also
responsible for assuring that nonrenewabl e resources are administered in a manner to

help meet the country’ s needs for energy and minerals.

With the exception of timber-related issues such as the spotted owl, Advocacy’s inter-
action with FS was limited in the past. However, in fiscal year 2000, Advocacy became

more active in FS' regulatory process.

Issue: Limitation on Road Construction in National Forests. In October 1999, the
administration directed FS to draft arule to prohibit road construction and reconstruc-
tion in approximately 54 million acres of inventoried roadless areas. There was an
exception in the rule for valid existing rights, public health and safety requirements,

and conservation protection for threatened and endangered species. To meet the admin-

1. James V. Hurson Associates, Inc. v. Glickman, 229 F.3d. 277 (D.C. Cir. 2000).
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istration’ s directive, FS assembled an interagency team to assure compliance with vari-
ous requirements of laws such as the National Environmenta Policy Act (NEPA) and
RFA. FS asked Advocacy to be a part of that interagency team, and Advocacy’s pri-

mary role in the interagency effort was to advise the agency on RFA compliance.

Initialy it was FS' position that an RFA analysis was not necessary because the initia-
tive would not have a significant impact on a substantial number of small entities.
Advocacy believed that the proposal could have a foreseeable adverse impact on sever-
a small entities, including members of the timber industry, small natural-resource-
dependent communities, members of the mining industry, recreation providers such as
companies that rent snowmobiles and outfitters, and construction companies.
Advocacy raised its concerns to FS verbally and in writing prior to the publication of
the proposed rule in the Federal Register. Advocacy was concerned about the lack of
information on the impact that the initiative would have on small businesses and com-
munities, such as reduced revenues, increased costs, and dissolution of businesses due

to the lack of access to natural resources found on federal lands.

Although FS continued to contend that there was no direct significant economic
impact, in the end, the agency heeded Advocacy’s advice and prepared an economic
analysis. Since FS did not have sufficient information to prepare a meaningful eco-
nomic analysis, Advocacy asserted that FS had a duty to make a good-faith effort to
obtain the data it needed to determine the economic impact of the proposed rule on a
diverse group of small entities. Advocacy suggested that FS publish alist of questions
aong with the proposed rule in order to solicit the necessary information from the
public. FS prepared such alist and published the proposed rule in May 2000. When
the public comment period closed on July 17, 2000, FS had received thousands of
comments on the proposal. Advocacy also filed comments, and acknowledged FS'
cooperation in preparing a regulatory flexibility analysis. Advocacy also stressed the
importance of FS giving full consideration to the information and the alternatives pro-
vided by the public in response to the IRFA. Currently, Advocacy is working with FS
as it reviews the public comments and prepares the final rule, which is expected to be

published in late December 2000.

Department of Commerce

The U.S. Department of Commerce (DOC) is responsible for encouraging the nation’s
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economic growth, international trade, and technological advancements. A number of
agencies within DOC are responsible for achieving this mandate. The agencies manage
programs affecting diverse areas of commerce, such as fisheries, telecommunications,

economic development, electronic commerce, and patents.

The fishing industry is dominated by small entities, and the economies of many small National Marine

communities across the country are highly dependent on the fishing industry. Fisheries Service

Regulations that adversely affect the fishing industry aso affect the fishing communi-
ties. The National Marine Fisheries Service (NMFS), a division of DOC’s National
Oceanic and Atmospheric Administration (NOAA), promulgates the majority of the
regulations affecting small entities in the fishing industry. NMFS regulates the activi-
ties of small businesses under several natural resource protection statutes such as the
Marine Mammal Protection Act and the Magnuson-Stevens Fishery Conservation and

Management Act.

NMFS promulgates rules through fishery councils located in different geographical
parts of the country. Some councils have better information collection systems than do
others. This affects the quality and consistency of the economic analyses performed by
NMFS. The lack of consistent economic information has hindered NMFS' ability to
perform thorough and credible economic analyses in compliance with the RFA. Asan
agency, NMFS has demonstrated a significant amount of improvement in its RFA
compliance over the last few years. Advocacy believes that NFM S has made an institu-
tional decision to comply with the RFA rather than circumvent its provisions.
Historically, NFMS would certify that there was no significant impact on a substantial
number of small businesses even if the certification was not supported by the data.
Subsequent to the passage of SBREFA, NMFS RFA compliance came under judicial
and legidlative attack. In response to pressure from the courts and Congress, NMFS
hired an economist and an attorney specifically to address RFA compliance. NMFS

aso hired an ombudsman for small entity issues.

In fiscal year 2000, the agency continued to make changes to its institutional frame-
work in an attempt to advance its compliance with the RFA. A major change included
new guidelines for review of impacts. NMFS completed its new agency guidelines to
assist its regulators in performing economic analyses that comply with the RFA. The
guidelines stress that a certification is the exception and should only be used in instances

where the lack of an economic impact is clear. In al other instances, the regulators are
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directed to perform the necessary IRFA or final regulatory flexibility analysis (FRFA).
NMFSis also working with its analysts to develop better alternatives to proposed rules
and to gather the financial information that it needs to perform thorough economic

analyses.

Advocacy aso holds regular issues “roundtables’ attended by members of the fishing
industry trade associations and officials from NMFS, NOAA, and DOC's Office of the
General Counsel. At these meetings, fishing industry representatives have questioned
whether NMFS is using the best available science in determining the appropriate man-
ner to address fishery management. The best available science provides data on the sta-
tus of the stock, which, in turn, determines which aternative(s) should be selected to
address the particular management issue. Likewise, there are concerns about NMFS'
failure to develop meaningful alternatives that allow for the survival of the fishery dur-

ing the rebuilding period. Advocacy has raised these industry concerns with NMFS.?

Issue: Reduced Shark Quotas. On December 20, 1996, NMFS published a proposal
to reduce the existing shark fishing quota by 50 percent and certified that the reduction
would not have a significant impact on a substantial number of small entities. Thus
began a lengthy saga of communications between Advocacy and NMFS; in which
Advocacy maintained that NMFS had not complied with the RFA and that its econom-
ic analyses were significantly flawed.®* The industry sued NMFS on thisissue. The
case, Southern Offshore Fishing v. Daley,* was eventually referred to a special master
by the U.S. District Court for the Middle District of Florida after an unsatisfactory

remand to the agency.

On October 1, 1999, the special master submitted his findings and recommendations to
the court. The special master held that:

o NMFSfailed to collect meaningful economic data and this failure was arbitrary and
capricious. Further, NMFS did not have al the necessary information to evaluate

and implement alternatives to the quota.

o NMFS failureto give any consideration to alternatives to the quota was a wanton

repudiation of the court’ s instruction on remand.

2.Over the last few years, the number of comment letters that Advocacy has written to NMFS has
declined significantly. This decline is attributable in part to improvement in NMFS' RFA compli-
ance efforts and partly to Advocacy’s decision to try to resolve disputes through negotiation.

3. See Annual Report of the Chief Counsel for Advocacy, 1998, p.19.

4,995 F. Supp. 1411 (M.D. Fla. 1998).
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o NMFS acted with alack of good faith and contrary to the court’s express instruc-

tions in the preparation of the remand submission.

The special master concluded that NMFS' conduct constituted bad faith and a lack of
candor to the court. The DOC filed objections to the special master’s findings.

In November 2000, federal regulators agreed to delay a decision on new shark fishing
quotas until after areview of current and future shark stocks by a group of independ-
ent scientists. The decision for an independent review is part of a court settlement
reached between the National Marine Fisheries Service and the Southern Offshore

Fishing Association. The court still must approve the settlement agreement.

Issue: Spiny Dogfish. On August 3, 1999, NMFS published a proposed Spiny Dogfish
Fishery Management Plan. The intent of the plan was to rebuild the spawning fishing
stock and eliminate overfishing while allowing for a one-year exit fishery. The average
annual landings for the 10 years prior to the rule were 40 million pounds. The pro-
posed plan implemented a commercia quota that allowed for 22 million poundsin

year one and 2.9 to 3.2 million pounds for years two through five.

NMFS prepared an IRFA for the proposal. In the proposal, NMFS acknowledged that:
(2) in year one of the rebuilding schedule, there will be a 30 percent reduction in land-
ings; (2) in the second year, there will be an 89 percent reduction in landings; and (3)
the reduction in landings could result in the elimination of the remaining three dogfish
processing plants and the total collapse of the U.S.-based markets for spiny dogfish

harvesting and processing.

Advocacy filed its comments on September 17, 1999, arguing that it was counterintu-
itive to implement a plan to rebuild a stock for a fishery that was being forced out of
business by the implementation of the plan. Advocacy aso criticized NMFS' failure to
consider less restrictive alternatives, such as landing limits, size limits, seasonal clos-
ings, gear adternatives, and afishery directed towards male dogfish. Advocacy argued
that although NMFS stated that it considered 12 alternatives to the quota, they were
actualy variations of two themes. quotas and size limits. Advocacy compared the
aternatives cited to the ones used by NMFS in the Southern Offshore Fishing case

where the court characterized NMFS' treatment of aternatives as superficial.

Advocacy aso questioned whether NMFS met its obligations under National Standard
8 of the Magnuson Act, which requires NMFS to consider the importance of fishing

resources to the fishing community and select the aternative that minimizes the
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impact. The New England Council and the Mid-Atlantic Council disagreed on the
amount of the quota, and the issue was referred to the Secretary of Commerce. In April
2000, the rule became effective when the Secretary of Commerce issued an opinion

that reduced the quota to 4.5 million pounds.

The industry (fishers, processors, and dealers) filed suit in Massachusetts against DOC
on February 8, 2000, and sought injunctive relief in May 2000, on the basis that the
industry would cease operations under the allowable quota.® In July 2000, the U.S.
District Court upheld the Secretary of Commerce’s decision on the basis that the
action was necessary to sustain the fishery and for DOC to meet its obligations under

the Magnuson Act.

Department of Health and Human Services

The U.S. Department of Health and Human Services (HHS) is the principal federa
agency for protecting the health of all Americans and providing essential human serv-
ices, especialy for those who are least able to help themselves. HHS includes more
than 300 programs that cover a wide spectrum of activities, such as medical and socia
science research, prevention of outbreak of infectious disease, food and drug safety,
Medicare (health insurance for elderly and disabled Americans), Medicaid (health

insurance for low-income people), and financial assistance for low-income families.

In recent years, Advocacy has actively partnered with several branches of HHS to cre-
ate a better regulatory environment for small entities. For instance, in March 1999,
Advocacy held two in-depth training sessions for staff of its Health Care Financing
Administration (HCFA) at the agency’ s headquarters in Baltimore. Those training ses-
sions and several meetings with HCFA officials have led to a less contentious relation-
ship between HCFA and Advocacy. This hasin turn allowed Advocacy to have early

input on several key regulations.

Despite HCFA's challenging congressional mandate, Advocacy believes that the agency

could do a better job of considering less burdensome regulatory aternatives that still meet
statutory requirements. Many heglth care providers have expressed great frustration with
HCFA and itsregiona carriersin particular. It is hoped that HCFA will rid itself of this
negative public perception by looking more closely at regulatory aternatives and by forc-
ing itsregiona carriersto apply HCFA's guidelines with significantly grester consistency.

5. See AM.L. International, Inc. v. Daley, 107 F. Supp. 2d 90 (D. Mass. 2000).
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On the other hand, the Center for Food Safety and Applied Nutrition (CFSAN), within
HHS' Food and Drug Administration (FDA), should be lauded for its efforts to help
small entities. CFSAN has worked with Advocacy by offering briefings on upcoming
regulations that will affect small entities before the regulations are even proposed.
CFSAN seems to have made an ingtitutional adjustment and a conscious decision to
analyze the impact of their regulations on small entities thoroughly, thereby mitigating

adverse impacts where possible.

Thisingtitutional change at CFSAN came after several harsh comments from
Advocacy that criticized the agency’ s analyses and its failure to comply with the RFA.
Officials from CFSAN have stated that it is more productive to work with Advocacy in
the earliest stages of rule promulgation than against Advocacy after a negative com-
ment has been received. Certainly, more agencies should adopt this philosophy, includ-
ing CFSAN’s parent agency, HHS. CFSAN has also published a small business guide
on writing effective comments to agency proposals. By following this basic guide,
small businesses are able to write effective comments that explain the rule’ s impact on

their business and provide invaluable data to the agency.

Advocacy’s relationship with other agencies within HHS is described below. In addition
to the regulatory issues listed in this section, Advocacy has also commented on a number
of other major HHS-proposed regulations. However, since most of the work on these
regulations contains confidential interagency work product, they cannot be discussed
in detail herein. Some of these regulations include a health information privacy rule
that seeks to impose strict requirements on health care providers and their business
partners regarding the handling of confidential information; HHS' rule on standards for
electronic transactions in health care that governs confidentiality of electronic patient

health records; and FDA'’s egg labeling and refrigeration rule to promote egg safety.

Issue: Disease Claims on Dietary Supplement Labels. This rule was highlighted in
Advocacy’s 1998 annual report, but it has since become final. In 1998, FDA published
a proposed rule outlining, and defining, the types of statements that can be made con-
cerning the effect of a dietary supplement on the structure or function of the human
body. The rule also established criteria for determining when a statement about a
dietary supplement is a prohibited disease claim. On October 14, 1998, Advocacy sub-
mitted comments regarding the proposed definition of “disease” and the negative

impact such a definition would have on small businesses. Among other things,

Food and Drug
Administration
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Advocacy proposed that FDA not expand the definition to include otherwise legal,
truthful, and nonmisleading statements about the effects of a product on the normal
structure or function of the body. In December 1999, both the OMB and FDA contact-

ed Advocacy to review and comment on the draft final rule.

When the final rule was published on January 6, 2000, the provisions that were most

harmful to small businesses had been modified. FDA redefined “disease” to comport

with the previous statutory definition. References to journal articles/titles will be per-
mitted on product labeling. In addition, statements that apply to conditions associated
with natural states or processes like pregnancy or aging will also be allowed. Finally,

more acceptable data on the number of affected small entities was utilized, which

resulted in a more accurate impact analysis of the rule.

Issue: Drug Pedigree Requirements. The Prescription Drug Marketing Act (PDMA)
was created to combat abuses involved in the distribution of prescription drugs. It con-
tains drug pedigree requirements that impose prior sale documentation obligations on
nonauthorized distributors. Central to whether a business would have to comply with
the documentation requirements is whether a business is “an authorized distributor of
record” that maintained an “ongoing relationship” to distribute a manufacturer’s prod-
ucts. Guidance issued by FDA in 1988 stated that “ ongoing relationship” was to be
interpreted broadly, and that the existence of two transactions in a two-year period
would be presumptive evidence of a continuing relationship. The 1992 PDMA amend-
ments altered the information requirements that had to be provided prior to each

wholesale distribution of a drug.

When FDA proposed its regulations to implement the PDMA amendments on March
14, 1994, it ingtituted a sudden reversal of policy. The regulations changed the defini-
tion of “ongoing relationship” to make it harder to become an authorized distributor. It
gave manufacturers the sole discretion to determine who should be designated as an
“authorized distributor.” The proposal required a written statement between a manufac-
turer and each authorized distributor, and each distributor must appear on the manufac-
turer’slist of authorized distributors. The industry requested that FDA revise the rule
to require that the pedigree go back only as far as the last authorized distributor of

record, and not for each onein the chain.

When the final rule was published on December 3, 1999, it was obvious that FDA

B12  Annual Report on the Regulatory Flexibility Act



rejected the industry’ s request. Advocacy submitted comments to FDA on February 29,
2000, petitioning the agency (pursuant to section 553 of the APA) to reconsider the
final rule, suspend the effective date, and reissue regulations that will carry out the
intent of Congress with respect to the PDMA. Advocacy argued that FDA's regulatory
scheme ignored the reality of the relationship between secondary drug wholesalers and
manufacturers. Manufacturers can choose to limit those businesses that they consider
authorized distributors. Also, drug products currently in the inventory of wholesalers
would have to be cleared out and new orders would have to cease, or be severely limit-
ed, within one year to accommodate the actual effective date of the rule. Moreover,
secondary wholesalers (who buy from full-line wholesalers that do not provide a pedi-
gree) would not be able to provide a pedigree to their customers describing transac-
tional information back to the manufacturers. On May 3, 2000, a delay of the effective
date of the proposed rule was announced in the Federal Register. Affected entities will
not have to comply until October 2001, pending further study and analysis of the rule.

Issue: Pre-Market Approval for Silicone Breast Implants. Advocacy began working
on thisissue in 1999 when FDA published a fina rule designating the effective date
for requiring the filing of a pre-market approval application (PMA) or a notice of com-
pletion of product development protocol (PDP) for silicone inflatable breast prosthe-
ses. The regulation would require commercial distribution of the device to cease unless
a manufacturer, or importer, filed a PMA or PDP within 90 days of the effective date.
FDA estimated that the cost of compliance with the rule would be $1 million per
PMA, and certified that there would not be a significant impact on small businesses

because the industry was aware that PMAs were inevitable.

Advocacy filed comments on September 9, 1999, saying that FDA failed to provide a
factual basis for their certification. There were no estimates of the number of small
entities affected and no information on why the $1 million estimate per PMA was not
a significant cost for businesses to bear. Advocacy requested that FDA republish the

rule with a proper certification.

In a November 16, 1999, letter to Advocacy, FDA claimed that only seven entities
would be affected. According to the FDA, five of the entities were large and/or foreign
businesses, and they were already legally marketing the products. FDA claimed that
the two remaining companies did not constitute a “substantial number of small enti-

ties’ per the RFA. In short, the agency declined to republish the rule.
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Advocacy submitted additional comments to the FDA on February 9, 2000, stating that
the two businesses do in fact constitute a substantial number for the purposes of the
RFA because those two businesses constituted 100 percent of regulated small entities.
The letter also aluded to a disturbing pattern whereby FDA assumed a similar position
regarding the interpretation of “substantial number” in another rule concerning oph-

thalmic eye shields. No further comment has been received from the FDA to date.

Issue: Sterility Requirementsfor Aqueous-Based Drug I nhalation Products. FDA
proposed a regulation that would raise the number of inhalation solution products man-
ufactured with a sterile process from 50 percent to 100 percent in order to reduce the
incidence of adverse drug reactions from contaminated nonsterile solutions. FDA iden-
tified five firms (representing 18 percent of the regulated industry and 100 percent of
small businesses) that did not use a sterile process or that contract out the process.
FDA stated that the five firms could expect to incur costs from $270,000 to $1.7 mil-

lion each.

Advocacy filed comments on December 18, 1997, that criticized the lack of estimates
for training and paperwork, the lack of data on illnesses caused by nonsterile products
and the lack of less burdensome alternatives. Advocacy requested lengthening the
compliance date from one year to two and end testing products for signs of contamina-

tion rather than requiring a sterile process.

On February 7, 2000, FDA sent Advocacy a copy of the draft final rule for review. The
rule reflected a sizeable reduction in the small business burden. The scope of the regu-
lation was clarified to limit the rule's applicability, and the time for compliance was
increased to two years. For the first time, the regulation contained data on actual
adverse event reports associated with nonsterile products that had occurred in the past.

The one-year delay resulted in a one-time saving to small businesses of $10.1 million.

Issue: Medicare Ambulance Fee Schedule. This rule was highlighted in Advocacy’s
1998 annual report, but it has since become final. In 1997, HCFA proposed a regula-
tion to reduce Medicare costs resulting from the use of ambulances where no medical
necessity existed, or where reduced services may suffice. HCFA proposed to base
Medicare reimbursement on the beneficiary’s medical condition rather than the type of
vehicle used. The rule would have required ambulance services to document and sub-

mit to HCFA arecord of the level of medical care needed by a beneficiary, based on
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certain limited and pre-determined codes. The rule also proposed to narrow the defini-
tion of an ambulance by requiring a certain number of personnel to operate each vehi-

cle and certain minimum supply and equipment levels.

Based on Advocacy’s November 4, 1997, comments, as well as other comments filed
by industry, HCFA published afinal rulein 1999 that modified certain portions of the
proposal. More important, HCFA called for a negotiated rulemaking to decide the
proper definition of the various classes of ambulances. The 1999 rule reduced the
equipment requirements, mod